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U.S. ENVIRONMENTAL PROTECTION AGENCY 
Office of Pesticide Programs 

Biopesticides and Pollution Prevention Division (7511 C) 
1200 Pennsylvania Avenue NW 

Washington, DC 20460 

NOTICE OF PESTICIDE: 
_x_ Registration 
__ Reregistration 

(undrr FIFRA. as amended) 

Name and Address of Registrant (include ZIP Code): 

Monsanto Company 
700 Chesterfield Parkway West 
St. Louis, MO 63017 

EPA Reg. Number. Date of Issuance: 

524-528 
·-·~-·..... .-·. 

Term of Issuance: Conditional 

Name of Pesticide Product: 

Com Event MON863 

i'iote: Changes in labeling differing in substance from that accepted in connection Y.ith this registration must be submilled to and accepted by the 
Biopesticides and Pollution Prevention Division prior to use of the label in commerce. In any correspondence on this product always refer to the 
above EPA registration number. 

On the basis of information fumish~d by the registrant. the above named .pesticide is hereby registered/reregistered under the Federal Insecticide, 
Fungicide and Rodenticide Act. 

Registration is in no way to be construed as an endorsement or recommendation of this product by the Agency. In order to protect health and the 
environment, the Administrator, on her motion, may at any time suspend or cancel the registration of a pesticide in accordance with the Act. The 
acceptance of any name in connection with the registration of a product under this Act is not to be construed as giving the registrant a right to 
exclusive use of the name or to its use if it has been covered by others. 

The registration application referred to above, submitted in connection with registration under § 
3(c)(7)(C) ofthe Federal Insecticide, Fungicide, and Rodenticide Act, as amended, is acceptable 
provided that you implement the following terms and conditions. 

1) The subject registration will automatically expire on midnight May 1, 2004. The registration 
must expire on this date because this is the date of expiration of the tolerance exemption under 40 
CFR 180.1214. When and if the Agency registers this product, it is our understanding that 
Monsanto intends to submit in the near future an amendment application to modify the expiration 
date and a petition to amend the tolerance exemption under 40 CFR 180.1214 so that its expiration 
date is removed. Based on the Agency's review of the data submitted and cited in support of this 
application, and provided that the Agency finalizes a rule which amends 40 CFR 180.1214 so that 
its expiration date is removed; the Agency anticipates at this time that an expiration date three years 
from the i_nitial date of registration for this product would be appropriate. 

2) The· subject registration will be limited to Bacillus thuringiensis Cry3Bb 1 Protein and the 
Genetic Material Necessary for its Production (Vector ZMIR 13L) in Event MON863 Com use in 
field com. 

3) Submit/cite all data required for registration of your product under FIFRA § 3(c)(5) when the 
Agency requires registrants of similar products to submit such data. 

Sil'J>Jturc of Approving OfficiJI: :. j ~-• <-/. . it · li (} t· .lb._ cJ ! .-::7- ~ rr ..::.2..\:..{ ..):' (i__.d.. r- \rc 0Jte: 
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4) Submit production information for this product to Mr. Owen Beeder of Office of Pesticide Programs, 
Registration Division (mail code 7505C) for the fiscal year in which this·product is conditionally 
registered, in accordance with FIFRA § 29. The fiscal year begins October 1 and ends September 30. 
Production information will be submitted to the Agency no later than December 15, following the end of 
the preceding fiscal year. 

5) Submit independent laboratory method validation (under OPPTS Guidelines 860.1340) to complete the 
database for Cry3Bbl com within 12 months of the date of registration. Provide to the EPA laboratory 
(Ft. Meade, MD) methodology and/or reagents necessary for validation of a Cry3Bb )·analytical method 
within 6 months ofthe date of registration. The extraction and detection method as described for Cry3Bbl 
protein appears to be adequate for analysis ofCry3Bbl protein in com grain. However, this method must 
be -validated by both an independent laboratory and the EPA Biological and Economic Analysis Division 
laboratory before it can be considered a valid method. In addition, to assure that grain handlers have a test 
method in place prior to harvest, you must make available Cry3Bb 1 strip tests to grain handlers and 
demonstrate to the Agency this provision prior to September 2003. EPA understands that these are 
'qualitative' test kits and that you are in discussions with USDA/GIPSA about providing methodology and _ 
reagents for their use in developing a validated 'quantitative' method for MON 863 and that this transfer of 
materials will take place once registration occurs. 

6) Submit expression data in terms of dry weight, as the amount of protein present in the given tissue. 
Tissues for which expression data must be provided include: leaf, root, pollen, seed, and whole plant. In 
addition, data for each of these tissues should be provided for young plants in rapid growth, during 
flowering, and mature plants before harvest when that part of the plant is present. Data obtained for roots 
should also include typical times when com rootworrn would be feeding. Data are due within 24 months 
of the date of registration, provided the registration is amended to extend the registration date. 

7) Submit field degradation studies evaluating accumulation and persistence of Cry3Bb 1 in several 
different soils in various strata. Representative fields must have been planted with MON863 and include 
both conventional tillage and no-till samples and be harvested under typical agronomic conditions. 
Sampling must continue until the limit of detection is reached. Studies should include soils with high 
levels of a variety of clays. Both ELISA and insect bioassays need to be conducted and compared to 
determine if Cry3Bb 1 is accumulating or persisting in soil samples. A protocol is due within 90 days of 
the date of registration, and a progress report is due within one year of the date of registration. If the 
registration and tolerance exemption are amended to extend the expiration dates, a final report is due two 
years from the date of registration. 

8) Submit laboratory toxicity tests with Orius insidiosus (minute pirate bug), carabid (ground beetle), and 
Tetraopes (red milkweed beetle) within 24 months of the date of registration, provided the registration is 
amended to extend the registration date. Protocols are due within 120 days of the date of registration. 

9) Full-scale field or semi-field studies with appropriate end points and statistical power must be 
conducted. Submit intermediate and multi-year non-target organism field studies with statistical power. 
You must submit final results to field studies previously summarized in MRID No.456530-03 (the 
carabid and nematode data are of-particular interest) and annual reports each year of this registration every 
April 30th. 

· I 0) Submit a six week broiler dietary study with 60% - 70% MON 863 com in the diet that is of 
appropriate duration to represent the start and growing periods of the test species. Balanced diets should 
be fommlated according to the National Research Council guidelines ("Nutrient Requirements of 
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Poultry," Ninth Revised Edition, 1994) with the energy requirements ofthe test species being met by the 
inclusion of com in the diet to assess hazards from chronic exposure of wild or domesticated fowl. A 
protocol for poultry studies must be submitted within 90 days of the date ofre.gistration with a final report 
submitted 18 months after approval of the protocol. 

11) Submit the.following insect resistance management/pest biology data. P.rotocols and data sets 
identified in Monsanto's 12/l3/2002 letter must be submitted within 90 days ofthe date of registration. A 
progress report must be submitted by January 31, 2004. Provided the registration is amended to extend 
the expiration date, the final reports must be submitted by January 31, 2006. 

• Research regarding adult and larval movement and dispersal, mating habits, ovipositional patterns, 
number of times a female can mate and fecundity. 

Research to determine ifiRM strategies designed for WCRW and NCRW are appropriate for 
MCRW 

• Research regarding the mechanism of potential resistance ofCRW to MON 863 is necessary to 
develop an appropriate long-term IRM strategy. Monsanto must attempt to develop resistant CR W 
colonies to aid in determining ~election intensity. 

• 

• 

Research regarding the effect ofWCRW ovipositing in soybean prior to overwintering and 
extended diapause in NCR W on an IRM strategy needs further investigation. 

Detailed summaries of the four data-sets identified in Monsanto's December 13, 2002 letter should 
be submitted to the Agency to support their conclusion that the initial resistance allele frequency is 
5;0.01. 

Baseline susceptibility studies currently underway should be continued for WCRW and initiated 
for NCRW and monitoring techniques such as discriminating dose concentration assays need to be 
thoroughly investigated for their feasibility as resistance monitoring tools. 

12) BPPD strongly urges Monsanto to submit data and information cited in the benefits assessment 
(contained in the MON863 Biopesticides Regulatory Action Document) to help measure the impacts and 
potential benefits of the use of MON 863 com on a wide scale. [Note that this is not a required term or 
condition of the registration.) 

13) You must implement the following lns~ct Resistance Management Program: 

The required IRM program for Cry3Bb I Bt com has the following elements: 

1] Requirements relating to creation of a non-Cry3Bbl Bt com refuge in conjunction with the planting of 
any acreage of commercial Cry3Bb I Bt com; 

2) Requirements for the registrants to prepare and require Cry3Bbl Bt com users to sign "grower 
agreements" which impose binding contractual obligations on the grower to comply with the refuge 
requirements; 

3) Requirements for the registrants to develop, implement, and report to EPA on programs to educate 
growers about IRM requirements; 
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4] Requirements for the registrants to develop, implement, and report to EPA on programs to evaluate and 
promote growers' compliance with IRM requirements (the Cry3Bb1 Compliance Assurance Program 
(CAP) must integrate with the CAP already approved for MON81 0, EPA Registration Number 524-489); 

5] Requirements for the registrants to develop, implement, and report to EPA on monitoring programs to 
evaluate whether there are statistically significant and biologically relevant changes in target insect 
susceptibility to Cry3Bb 1 protein in the target insects; 

6] Requirements for the registrants to develop, and if triggered, to implement a "remedial action plan" 
which would co~tain measur.es the registrants would take in the event that any insect resistance was 
detected as well as to report on activity under the plan to EPA; 

7] Submit apnual reports on sales(by state and county), IRM grower agreements results, compliance, and 
educational program on or before January 31 51 each year beginning in 2004. 

a. Refuge Requirements 

Grower agreements (also known as stewardship agreements) will specify that growers must adhere to the 
refuge requirements as described in the grower guide/product use guide and/or in supplements to the 
grower guide/product use guide. 

Specifically, growers must plant a structured refuge of at least 20% non-Cry3Bb 1 Bt com that may be 
treated with insecticides as needed to control com rootworm larvae. Growers will not be permitted to 
apply CRW labeled insecticides to the refuge for control of insect pests while adult com rootworm are 
present unless the Cry3Bb 1 field is treated in a similar manner. 

Refuge planting options include: refuge acres should be planted as blocks adjacent to MON 863 com 
fields or as in- field strips. 

External refuges must be planted adjacent to Cry3Bb I MON 863 fields. 

When planting the refuge in strips across the field, refuges must be at least 6 rows wide, preferably 12 
consecutive rows wide. 

Insecticide treatments for control of com rootworm larvae may be applied. Instructions to growers will 
specify that insecticides labeled for control of com rootworm adults cannot be applied while adults are 
present in the refuge unless the Cry3Bb 1 field is treated in a similar manner. 

b. Grower Agreements 

1] Persons purchasing the Bt com product must sign a grower agreement. The term "grower agreement" 
refers to any grower purchase contract, license agreement, or similar legal document. 

2] The grower agreement and/or specific st~wardship documents referenced in the grower agreement must 
clearly set forth the terms of the current IRivl. program. By signing the grower agreement, a grower must 
be contractually bound to comply with the requirements of the IRJvl. program. 

3] The registrant must develop a system (equivalent to what is already approved for MON 810, EPA Reg. 
No. 524-489) which is reasonably likely to assure that persons purchasing the Bt com product will affirm 
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annually that they are contractually bound to comply with the requirements of the IRM program. The 
proposed system will be submitted to EPA within 90 days from the date of registration. 

4] The registrant must use grower agreements and submit to EPA within ·90 days from the date of 
registration a copy of that agreement and any specific stewardship documents referenced in the grower 
agreement. If Monsanto wishes to change any part of the grower agreement ·or any specific stewardship 
documents referenced in the grower agreement that would affect either the content of the IRM program or 
the legal enforceability of the provisions of the agreement relating to the IRM program, thirty days prior to 
implementing a proposed change, the registrant must submit to EPA the text of such changes to ensure 
that it is consistent with the terms and conditions of the amendment. 

5] The registrant must establish a system (equivalent to what is already approved for MON 810, EPA Reg. 
No. 524-489) which is reasonably likely to assure that persons purchasing the Bt com sign grower 
agreement(s), and must provide within 90 days from the date of the registration a written description of 

' that system. 

6] The registrant shall maintain records of all Bt com grower agreements for a period of three years from 
December 31st of the year in which the agreement was signed. 

7] Beginning on January 31·, 2004 and annually thereafter, the registrant shall provide EPA with a report 
showing the number of units of its Bt MON863 com seeds sold or shipped and not returned, and the 
number of such units that were sold to persons who have signed grower agreements. The report shall 
cover the time frame of the twelve-month period covering the prior August through July. 

8] The registrant must allow a review of the grower agreements and grower agreement records by EPA or 
by a State pesticide regulatory agency if the State agency can demonstrate that confidential business 
information, including names, personal information, and grower license number, will be protected. 

c. IRM Education and IRM Compliance Monitoring Programs 

1] Monsanto must design and implement a comprehensive, ongoing IRM education program designed to 
convey to Bt MON863 com users the importance of complying with the IRM program. The program shall 
include information encouraging Bt MON863 com users to pursue optional elements of the fRM program 
relating to refuge configuration and proximity to Bt MON863 com fields. The education program shall 
involve the use of multiple media, e.g. face-to-face meetings, mailing written materials, EPA reviewed 
language on IRM requirements on the bag or bag tag, and electronic communications such as by Internet, 
radio, or television commercials. Copies of the materials will be provided to EPA for its records. The 
program shall involve at least one written communication annually to each Bt MON863 com user separate 
from the grower technical guide. The communication shall inform the user of the current IRM 
requirements. Monsanto shall coordinate its education programs with educational efforts of other 
registrants and other organizations, such as the National Com Growers Association and state extension 
programs. 

2] Annually, the registrant shall·tevise, and expand as necessary, its education program to take into 
account the information collected through the compliance survey required under paragraph 6] and from 
other sources. The changes shall address aspects of grower compli~nce that are not sufficiently high. 

3] Beginning January 31,2004 and annually thereafter, the registrants must provide a report to EPA 
summarizing the activities carried out under the education program for the prior year and the plans for 
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their education program during the current year. The registrant must either submit a separate report or 
contribute to the report from the industry working group (ABSTC). 

4] The registrant must design and implement an ongoing IRM compliance assurance program designed to 
evaluate the extent to which growers purchasing its MON863 Bt com product are complying with the 
IRM program and that takes such actions as are reasonably needed to assure that growers who have not 
complied with. the program either do so in the future or lose their access to the MON863 Bt com product. 
The registrant shall coordinate with other Bt com registrants in designing and implementing its 
compliance assurance program and integrate the Cry3Bb 1 CAP with the CAP already approved for 
MONS I 0, EPA Registration Number 524-489. The registrant must prepare and submit within 90 days of 
the date of registration a written description of their compliance assurance program including a summary 
ofthe program implemented in the 2003 growing season. Other required features of the program are 
described in paragraphs 5] - 15] below. 

5] The registrant must establish and publicize a "phased compliance approach," i.e., a guidance document 
that indicates how the registrant will address instances of non-compliance with the terms of tht IRM 
program and general criteria for choosing among options for responding to any non-compliant growers. 
The options shall include withdrawal of the right to purchase MON863 Bt com for an individual grower 
or for all growers in a specific region .. An individual grower found to be significantly out of compliance 
two years in a row would be denied sales of the product the next year. Similarly, seed dealers who are not 
fulfilling their obligations to inform/educate growers of their IR..t\1 obligations will lose their opportunity 
to sell MON863 Bt com. 

6] The IRM compliance assurance program shall include an annual survey of a statistically representative 
sample of Bt com growers conducted by an independent third party. The survey shall measure the degree 
of compliance with the IRM program by growers in different regions ofthe country and consider the 
potential impact of non-response. The sample size and geographical resolution may be adjusted annually, 
based upon input from the independent marketing research firm and academic scientists, to allow analysis 
of compliance behavior within regions or between regions. The sample size must provide a reasonable 
sensitivity for comparing results across the U.S. 

7] The survey shall be designed to provide an understanding of any difficulties growers encounter in 
implementing IR..t\1 requirements. An analysis of the survey results must include the reasons. extent. and 
potential biological significance of any implementation deviations. 

·s] The survey shall be designed to obtain grower feedback on the usefulness of speci fie educational tools 
and initiatives. 

9] The registrant shall provide a preliminary summary of their findings by November 15 and a final 
written summary of the results of the prior year's survey (together with a description of the regions, the 
methodology used, and the supporting data) to EPA ·by January 31 of each year. The registrant shall 
confer with EPA on the design and content of the survey prior to its implementation. 

I 0] Annually, the registrant sha"ll' revise, and expand as necessary, its compliance assurance program to 
take into account the information collected through the compliance survey required under paragraphs 6] 
through 8] and from other sources. The changes shall address aspects of grower compliance that are not 

·sufficiently high. The registrants must confer with the Agency prior to adopting any changes to a 
previously approved CAP. . 
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II] The registrant shall train its representatives who make on-farm visits with MON863 Bt com growers 
to perform assessments of compliance with IRM requirements. In the event that any of these visits result 
in the identification of a grower who is not in compliance with the IRM program, the registrant shall take 
appropriate action, consistent with its "phased compliance approach," to promote compliance. 

12] The registrant shall carry out a program for investigating legitimate "tips and complaints" that its 
growers are not in compliance with the IRM program. Whenever an investigation results in the 
identification of a grower who is not in compliance with the IRM program, the registrant shall take 
appropriate action, consistent with its "phased compliance approach." 

13] If a grower, who purchases MON863 Bt com for planting, was specifically identified as not being in 
compliance during the previous year, the registrant shall visit with the grower and evaluate whether that 
the grower is in compliance with the IRM program for the current year. 

14] Beginning January· 31, 2004 and annually thereafter, Monsanto shall provide a report to EPA 
summarizing the activi<ies carried out under their compliance assurance program for the prior year and the 
plans for the compliance assurance program during the current year. The report will include information 
regarding grower interactions (including, but not limited to, on-farm visits, verified tips and complaints, 
grower meetings and letters), the extent of non-compliance, corrective measures to address the non­
compliance, and any follow~up actions taken. 

15] The registrant and the seed com dealers for the registrant must allow a review of the compliance 
records by EPA or by a State pesticide regulatory agency if the State agency can demonstrate that 
confidential business information, including the names, personal information, and grower license number 
of the growers will be protected. 

d. Insect Resistance Monitoring 

The Agency is imposing the following conditions for this product: 

I) The registrants will monitor for resistance and/or trends in increased tolerance for com rootworm. 
Sampling should be focused in those areas in which there is the highest risk of resistance development. 
You must submit a protocol within 90 days of the date ofregistration. 

2) The registrant shall provide to EPA a description of its resistance monitoring plan by January 31, 2004. 
The description shall include: sampling (number of locations and samples per locations), sampling 
methodology, bioassay methodology, standardization procedures, detection technique and sensitivity, and 
the statistical analysis of the probability of detecting resistance. 

3) The registrant must follow up on grower, extension specialist or consultant reports of less than 
expected results or control failures for the com rootworm. The registrant will instruct its customers 
(growers and seed distributors) to contact them (e.g., via a toll- free customer service number) if incidents 
of unexpected levels of damage occurs from these target pests. The registrant will investigate all damage 
reports submitted to the company or the company's representatives. See Remedial Action Plans section 
below. 

5) A report on results of resistance monitoring and investigations of damage reports must be submitted to 
the Agency annually by April 30'h each year for the duration of the conditional registration. 
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e. Remedial Action Plans 

A Remedial Action Plan covering both suspected and confirmed resistance for com rootworm must be 
submitted by 113112004. If resistance is confirmed, all MON863 acres (MON863 Bt fields and non­
MON863 Bt refuges) must be treated with insecticides targeted at CRW adults as well as larvae. 

Annual Reports: 

The registrant will provide an annual reports to EPA on its Cry3Bb 1 PIP expressed in com based on the 
following table. · 

Report Description Due Date 

Annual Sales Reported by county and state summed by state · January 3 l 51 each year 
beginning in 2004 

Grower Agreement Number of units of Bt com seeds shipped or sold January 3 J51 each year 
and not returned, and the number of such units beginning in 2004 
that were sold to persons who have signed grower 
agreements 

Grower Education Education program completed previous year and January 31 51 each year 
plan for next year beginning in 2004 

Proposed Compliance Written description of Compliance Assurance 90 Days of the Date of 
Plan Program Registration 

Compliance Assurance Compliance Assurance Program Activities and January 3 l 51 each year 
Plan Results starting in 2004 

Compliance To include annual survey results and plans for the Preliminary survey 
next year report November l51

h 

each year and full report 
January 31'1 each year 
thereafter 

Insect Resistance Submission of protocol 90 Days of the Date of 
Monitoring Registration 

Insect Resistance Description of the program including sampling January 31, 2004 
Monitoring (number oflocations and samples per locations), 

sarnpJ.ing methodology, bioassay methodology, 
standardization procedures, detection technique 
and sensitivity, and the statistical analysis of the 
probability of detecting resistance. 
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Additional reports are due as described in the following table: 

IRM Grower Proposed system to assure growers sign 90 Days of the Date of 
Agreements grower agreements Registration 

IRM Affirmation Plan System to assure ~nnual affirmation by 90 Days of the Date of 
growers oftheir IRM obligations Registration 

Changes to Grower Current grower agreement(s) and any At least 30 days before any 
Agreement and/or IRM specific stewardship documents changes related to IRM are 
documents ' expected to be imposed. 

Insect Resistance Results of monitoring and investigations April 301
h each year 

Monitoring Results of damage reports 

Ifthese conditions are not complied with, the registration will be subject to cancellation in accordance 
with FIFRA sec. 6(e). Your release for shipment of the product constitutes acceptance of these 
conditions. 

A stamped copy of the label is enclosed for your records. 

Enclosure 

Sincerely, 
., (;,~. 

. . . .\ 
:vAt(__,J.) .. ;{ [i~{iJ.£-
.1 

Mnet L. Andersen, Ph.D, Director 
Biopesticides and Pollution 
Prevention Division (7511 C) 
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Corn Event MON 863: Rootworm Protected Corn 

[Alternate brand name: YieldGarcf Rootwonn: Rootwonn Protection] 

This product is effective in controlling damage caused by corn rootworrn larval feeding on corn 
roots. 

Active Ingredient: 

Bacillus thuringiensis Cry3Bbl protein and the genetic material necessary for its 
production (ZMIR13L) in event MON 863 corn ...................... 0.001 - 0.006% 

Other Ingredients: 

Substance produced by a marker gene and the genetic material necessary for its 
production (ZMIR13L) in event MON 863 corn ............... 0.00002-0.00003% 

Percentage (wtfwt) on a dry weight basis. 

Keep Out of Reach of Children 

CAUTION 

® YieldGard is a trademark of Monsanto Technology LLC 

EPA Registration No. 524-528 

EPA Establishment No. 524-M0-002 

©2003 Monsanto Company 
700 Chesterfield Parkway West 
St. Louis, MO 63017 

DIRECTIONS FOR USE 

It is. a violation of Federal Jaw to use this product in any manner inconsistent with its labeling. 

The following information regarding commercial production must be included in the Event MON 
863 Technology Use Guide. 

Monsanto Company 00-CR -032E-19 Page 40 of 45 

\\ 



Insect Resistance Management 

Growers of Com Event MON 863: Rootworm Protected Com must adhere to the following 
refuge requirements. Growers must plant a structured refuge of at least 20% non-Event MON 
863 com. 

Refuge planting options include: adjacent blocks or in-field strips. If blocks are implemented 
they must be adjacent to the Com Event MON 863 field. If in-field strips within a corn field are 
implemented, then at least 6, and preferably 12 consecutive rows should be planted with non­
event MON 863 com. 

The refuge and Corn Event MON 863 acres should be managed under comparable agronomic 
regimes. Refuge and Com Event MON 863 acres· should both be irrigated if irrigation is used. 
In regions where corn is cropped continuously, refuge and Corn Event MON 863 acres should be 
planted in a continuous cropping regime. The refuge may be placed only on first-year corn acres 
if the Event MON 863 com is planted on first-year corn acres. 

Growers have the option of applying conventional insecticides to the com refuge for control of 
corn rootworm larvae. Growers are not permitted to apply agents for control of adult corn 
rootworm to the refuge as this would render the refuge less effective. If growers opt to treat for 
other insects present in the refuge while adult corn rootworm are present, then the Corn Event 
MON 863 acres must be treated in a like manner. 

These refuge requirements do not apply to operations engaged in the propagation of inbred seed 
com. 

Corn Insects Controlled or Suppressed 

Com has been genetically transformed to produce the B.r. protein, Cry3Bbl, for control or 
suppression of the following coleopteran insects: 

Western com rootworm (Diabrorica virgifera virgifera) 
Northern com rootworm (Diabrorica barberi) 
Mexican com rootworm (Diabrorica virg1jera zeae) 

Monsanto Company OO-CR-032E-19 · 
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SYMBOL 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

U.S. ENVIRONMENTAL PROTECfiON AGENCY 
Office of Pesticide Programs 

Biopesticides and Pollution Prevention Division (7511 C) 
1200 Pennsylvania Avenue NW 

Washington, DC 20460 

NOTICE OF PESTICIDE: 
_x_ Registration 
_ Reregistration 

(IDlder FIFRA, as amended) 

Name and Address of Registrant (include ZIP Code): 

Monsanto Company 
700 Chesterfield Parkway West 
St. Louis, MO 63017 

EPA Reg. Number. Date of Issuance: 

524-528 

Tenn of Issuance: Conditional 

Name of Pesticide Product: 

Com Event MON863 

Note: Changes in labeling differing in substance from that accepted in connection with this registration musl be submitted to and accepted by the 
Biopesticides and Pollution Prevention Division prior to use of the label in commerce. In any correspondence on this product al.,'3ys refer to the 
above EPA registration number. 

On the basis of information furnished by the registrant, the above named pesticide is hereby registered/reregistered under the Federal Insecticide, 
Fungicide and Rodenticide Act. 

Registration is in no way to be construed as an endorsement or recommendation of this product by the Agency. In order to protect health and the 
environment, the Administrator, on her motion, may at any time suspend or cancel the registration of a pesticide in accordance with the Act. The 
acceptance of any name in connection with the registration of a product under this Act is not to be construed as giving the registrant a right to 
exclusive use of the name or to its use if it has been covered by others. 

The registration application referred to above, submitted in connection with registration under § 
3(c)(7)(C) ofthe Federal Insecticide, Fungicide, and Rodenticide Act, as amended, is acceptable 
provided that you implement the following terms and conditions. 

1) The subject registration will automatically expire on midnight May 1, 2004. The registration 
must expire on this date because this is the date of expiration of the tolerance exemption under 40 
CFR 180.1214. When and if the Agency registers this product, it is our understanding that 
Monsanto intends to submit in the· near future an amendment application to modify the expiration 
date and a petition to amend the tolerance exemption under 40 CFR 180.1214 so that its expiration 
date is removed. Based on the·Agency's review of the data submitted and cited in support of this 
application, and provided that.the Agency finalizes a rule which amends 40 CFR 180.1214 so that 
its expiration date is removed; the Agency anticipates at this time that an expiration date three years 
from the initial date of registration for this product would be appropriate. 

2) The subject registration will be limited to Bacillus thuringiensis Cry3Bb 1 Protein and the 
Genetic Material Necessary for its Production (Vector ZMIR13L) in Event MON863 Com use in 
field com. 

3) Submit/cite all data required for registration of your product under FIFRA § 3(c)(5) when the 
Agency requires registrants of similar products to submit such data . 

.:>lj;h•ow< uo 'PP' ""6 ~'""'"'· . 
COHt'tJRR~HO!S 
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DATE 

4) Submit production irffiihHaR<M ib1-Etfii~~¥6Bftffl51M!:~lif&1H9~~n&rofPesticide Programs, 
Registration Division (mail code 7505C) for the fiscal year in which this product is conditionally 
registered, in accordance with FIFRA § 29. The fiscal year begins October 1 and ends September 30. 
Production information will be submitted to the Agency no later than December 15, following the end of 
the preceding fiscal year. 

5) Submit independent laboratory method validation (under OPPTS Guidelines 860.1340) to complete the 
database for Cry3Bb 1 com within 12 months of the date of registration. Provide to the EPA laboratory 
(Ft. Meade, MD) methodology and/or reagents necessary for validation of a Cry3Bb 1 analytical method 
within 6 months ofthe date of registration. The extraction and detection method as described for Cry3Bb1 
protein appears to be adequate for analysis of Cry3Bb 1 protein in com grain. However, this method must 
be validated by both an independent laboratory and the EPA Biological and Economic Analysis Division 
laboratory before it can be considered a valid method. In addition, to assure that grain handlers have a test 
method in place prior to harvest, you must make available Cry3Bb 1 strip tests to grain handlers and 
demonstrate to the Agency this provision prior to September 2003. EPA understands that these are 
'qualitative' test kits and that you are in discussions with USDA/GIPSA about providing methodology and 
reagents for their use in developing a validated 'quantitative' method for MON 863 and that this transfer of 
materials will take place once registration occurs. 

6) Submit expression data iri terms of dry weight, as the amount of protein present in the given tissue. 
Tissues for which expression data must be provided include: leaf, root, pollen, seed, and whole plant. In 
addition, data for each of these tissues should be provided for young plants in rapid growth, during 
flowering, and mature plants before harvest when that part of the plant is present. Data obtained for roots 
should also include typical times when com rootworm would be feeding. Data are due within 24 months 
ofthe date of registration, provided the registration is amended to extend the registration date. 

7) Submit field degradation studies evaluating accumulation and persistence of Cry3Bb 1 in several 
different soils in various strata. Representative fields must have been planted with MONS63 and include 
both conventional tillage and no-till samples and be harvested under typical agronomic conditions. 
Sampling must continue until the limit of detection is reached. Studies should include soils with high 
levels of a variety of clays. Both ELISA and insect bioassays need to be conducted and compared to 
determine if Cry3Bb 1 is accumulating or persisting in soil samples. A protocol is due within 90 days of 
the. date ofregistration, and a progress report is due within one year ofthe date ofregistration. lfthe 
registration and tolerance exemption are amended to extend the expiration dates, a final report is due two 
years from the date of registration:· 

8) Submit laboratory toxicity tests with Orius insidiosus (minute pirate bug), carabid (ground beetle), and 
Tetra opes (red milkweed beetle) within 24 months of the date of registration, provided the registration is 
amended to extend the registration date. Protocols are due within 120 days of the date of registration. 

9) Full-scale field or semi-field studies with appropriate end points and statistical power must be 
conducted. Submit intermediate and multi-year non-target organism field studies with statistical power. 
You must submit final results to field studies previously summarized in MRID No.456530-03 (the 
carabid and nematode data are ot'particular interest) and annual reports each year of this registration every 
April 30th . 

.. ········· ......... ········ ........................ . 
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Poultry," Ninth RevisecfJ!\!1ififh,5TM4}~thVltMJ~M}f MqtB~&HHWt~pecies being met by the 
inclusion of com in the diet to assess hazards from chronic exposure of wild or domesticated fowl. A 
protocol for poultry studies must be submitted within 90 days of the date of registration with a final report 
submitted 18 months after approval of the protocol. 

11) Submit the following insect resistance management/pest biology data. Protocols and data sets 
identified in Monsanto's 12/13/2002 letter must be submitted within 90 days of the date of registration. A 
progress report must be submitted by January 31, 2004. Provided the registration is ainended to extend 
the expiration date, the final reports must be submitted by January 31, 2006. 

• Research regarding adult and larval movement and dispersal, mating habits, ovipositional patterns, 
number of times a female can mate and fecundity. 

Research to determine ifiRM strategies designed for WCRW and NCRW are appropriate for 
MCRW 

• Research regarding the mechanism of potential resistance ofCRW to MON 863 is necessary to 
develop an appropriate long-term IRM strategy. Monsanto must attempt to develop resistant CR W 
colonies to aid in determining selection intensity. 

Research regarding the effect ofWCRW ovipositing in soybean prior to overwintering and 
extended diapause in NCRW on an IRM strategy needs further investigation. 

• Detailed summaries of the four data-sets identified in Monsanto's December 13, 2002 letter should 
be submitted to the Agency to support their conclusion that the initial resistance allele frequency is 
!>0.01. 

Baseline susceptibility studies currently underway should be continued for WCRW and initiated 
for NCRW and monitoring techniques such as discriminating dose concentration assays need to be 
thoroughly investigated for their feasibility as resistance monitoring tools. 

12) BPPD strongly urges Monsanto to submit data and information cited in the benefits assessment 
(contained in the MON863 Biopesticides Regulatory Action Document) to help measure the impacts and 
potential benefits of the use of MON 863 com on a wide scale. [Note that this is not a required term or 
condition of the registration.] 

13) You must implement the following Insect Resistance Management Program: 

The required IRM program for Cry3Bb 1 Bt com has the following elements: 

1] Requirements relating to creation of a non-Cry3Bbl Bt com refuge in conjunction with the planting of 
any acreage of commercial Cry3Bb I Bt com; · 

2] Requirements for the registrailfs to prepare and require Cry3Bbl Bt com users to sign "grower 
agreements" which impose binding contractual obligations on the grower to comply with the refuge 
requirements; 

................. ····-············ ················· ···-············ ·········-······ 
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4] Requirements for thelf~Tsffi.ri\!4J§~~~~E#il:.til; <lmA-e~&ll~tHiprograms to evaluate and 
promote growers' compliance with IRM requirements (the Cry3Bb1 Compliance Assurance Program 
(CAP) must integrate with the CAP already approved for MON810, EPA Registration Number 524-489); 

5] Requirements for the registrants to develop, implement, and report to EPA on monitoring programs to 
evaluate whether there are statistically significant and biologically relevant changes in target insect 
susceptibility to Cry3Bb 1 protein in the target insects; 

6] Requirements for the registrants to develop, and if triggered, to implement a "remedial action plan" 
which would contain measures the registrants would take in the event that any insect resistance was 
detected as well as to report on activity under the plan to EPA; 

7] Submit annual reports on sales(by state and county), IRM grower agreements results, compliance, and 
educational program on or before January 31 51 each year beginning in 2004. 

a. Refuge Requirements 

Grower agreements (also known as stewardship agreements) will specify that growers must adhere to the 
refuge requirements as described in the grower guide/product use guide and/or in supplements to the 
grower guide/product use gu.ide. 

• 

• 

Specifically, growers must plant a structured refuge of at least 20% non-Cry3Bb 1 Bt com that may be 
treated with insecticides as needed to control com rootworm larvae. Growers will not be permitted to 
apply CRW labeled insecticides to the refuge for control of insect pests while adult com rootworm are 
present unless the Cry3Bb 1 field is treated in a similar manner. 

Refuge planting options include: refuge acres should be planted as blocks adjacent to MON 863 com 
fields or as in-field strips. 

External refuges must be planted adjacent to Cry3Bb1 MON 863 fields. 

When planting the refuge in strips across the field, refuges must be at least 6 rows wide, preferably 12 
consecutive rows wide. 

Insecticide treatments for control of com rootworm larvae may be applied. Instructions to growers will 
specify that insecticides labeled for control of com rootworm adults cannot be applied while adults are 
present in the refuge unless the Cry3Bb 1 field is treated in a similar manner. 

b. Grower Agreements 

1] Persons purchasing the Bt com product must sign a grower agreement. The term "grower agreement" 
refers to any grower purchase contract, license agreement, or similar legal document. 

2] The grower agreement and/or··specific stewardship documents referenced in the grower agreement must 
clearly set forth the terms of the current IRM program. By signing the grower agreement, a grower must 

. be contractually bound to comply with the requirements of the IRM program. 

. ....... ·-······ 
.................... ············ .......... ·····-····· 
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annually that they are co'A~Ht"bb5~JtbYtB~\irTtf1411WWq~~t~ceR"~IRM program. The 
proposed system will be submitted to EPA within 90 days from the date of registration. 

4] The registrant must use grower agreements and submit to EPA within 90 days from the date of 
registration a copy of that agreement and any specific stewardship documents referenced in the _grower 
agreement. If Monsanto wishes to change any part of the grower agreement or any specific stewardship 
documents referenced in the grower agreement that would affect either the content of the IRM program or 
the legal enforceability of the provisions of the agreement relating to the IRM program, thirty days prior to 
implementing a proposed change, the registrant must submit to EPA the text of such changes to ensure 
that it is consistent with the terms and conditions of the amendment. 

5] The registrant must establish a system (equivalent to what is already approved for MON 810, EPA Reg. 
No. 524-489) which is reasonably likely to assure that persons purchasing the Bt com sign grower 
agreement(s), and must provide within 90 days from the date of the registration a written description of 
that system. 

6] The registrant shall maintain records of all Bt com grower agreements for a period of three years from 
December 31st of the year in which the agreement was signed. 

7] Beginning on January 31, ·2004 and annually thereafter, the registrant shall provide EPA with a report 
showing the number of units of its Bt MON863 com seeds sold or shipped and not returned, and the 
number of such units that were sold to persons who have signed grower agreements. The report shall 
cover the time frame of the twelve-month period covering the prior August through July. 

8] The registrant must allow a review of the grower agreements and grower agreement records by EPA or 
by a State pesticide regulatory agency if the State agency can demonstrate that confidential business 
information, including names, personal information, and grower license number, will be protected. 

c. IRM Education and IRM Compliance Monitoring Programs 

1] Monsanto must design and implement a comprehensive, ongoing IRM education program designed to 
convey to Bt MON863 com users the importance of complying with the IRivl program. The program shall 
include information encouraging Br MON863 com users to pursue optional elements of the IIUv1 program 
relating to refuge configuration and proximity to Br MON863 com fields. The education program shall 
involve the use ofmultiple media,·e.g. face-to-face meetings, mailing written materials, EPA reviewed 
language on .IRM requirements on the bag or bag tag, and electronic communications such as by Internet, 
radio, or television commercials. Copies of the materials will be provided to EPA for its records. The 
program shall involve at least one written communication annually to each Bt MON863 com user separate 
from the grower technical guide. The communication shall inform the user of the current' IRM · 
requirements.· Monsanto shall coordinate its education programs with educational efforts of other 
registrants and other organizations, such as the National Com Growers Association and state extension 
programs. 

2) Annually, the registrant shall re'vise, and expand as necessary, its education program to take into 
account the information collected through the compliance survey required under paragraph 6) and from 
other sources. The changes shall address aspects of grower compliance that are not sufficiently high. 

for 
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their education program0JbHfiRti\~~6t%Jt~~!/J.0tftl\Pil~~&gPri;fD~Te~Ht+~6tHiitt a separate report or 
contribute to the report from the industry working group (ABSTC). 

4] The registrant must design and implement an ongoing IRM compliance assurance program designed to 
evaluate the extent to which growers purchasing its MON863 Bt com product are complying with the 
IR.M program and that takes such actions as are reasonably needed to assure that growers who have not 
complied with the program either do so in the future or lose their access to the MON863 Bt com product. 
The registrant shall coordinate with other Bt com registrants in designing and implementing its 
compliance assurance program and integrate the Cry3Bb 1 CAP with the CAP already approved for 
MON810, EPA Registration-Number 524-489. The registrant must prepare and submit within 90 days of 
the date of registration a written description of their compliance assurance program including a summary 
of the program implemented in the 2003 growing season. Other required features of the program are 
described in paragraphs 5] - 15] below. 

5] The registrant must establish and publicize a "phased compliance approach," i.e., a guidance document 
that indicates how the registrant will address instances of non-compliance with the terms of the IRM 
program and general criteria for choosing among options for responding to any non-compliant growers. 
The options shall include withdrawal of the right to purchase MON863 Bt com for an individual grower 
or for all growers in a specific region. An individual grower found to be significantly out of compliance 
two years in a row would be· denied sales of the product the next year. Similarly, seed dealers who are not 
fulfilling their obligations to infonn/educate growers of their IRM obligations will lose their opportunity 
to sell MON863 Bt com. 

6] The IR.M compliance assurance program shall include an annual survey of a statistically representative 
sample of Bt com growers conducted by an independent third party. The survey shall measure the degree 
of compliance with the IRM program by growers in different regions of the country and consider the 
potential impact of non-response. The sample size and geographical resolution may be adjusted annually, 
based upon input from the independent marketing research firm and academic scientists, to allow analysis 
of compliance behavior within regions or between regions. The sample size must provide a reasonable 
sensitivity for comparing results across the U.S. 

7] The survey shall be designed to provide an understanding of any difficulties growers encounter in 
implementing IRM requirements. An analysis of the survey results must include the reasons, extent, and 
potential biological significance of any implementation deviations. 

8] The survey shall be designed to obtain grower feedback on the usefulness of specific educational tools 
and initiatives. 

9] The registrant shall provide a preliminary summary of their findings by November 15 and a final 
written summary of the results of the prior year's survey (together with a description of the regions, the 
methodology used, and the supporting data) to EPA by 1 anuary 31 of each year. The registrant shall 
confer with EPA on the design and content of the survey prior to its implementation. 

1 OJ Annually, the registrant shalFrevise, and expand as necessary, its compliance assurance program to 
take into account the information collected through the compliance survey required under paragraphs 6] 
through 8] and from other sources. The changes shall address aspects of grower compliance that are not 
·suffi~jently high. The registrants must confer with the Agency prior to adopting anv changes to a 
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11] The registrant shall~tM19B ~lJ5\-~~ttfi'()J§Q.WnHhYb <f&.'futfiR~t! -M~N863 Bt com growers 
to perform assessments of compliance with IRM requirements. In the event that any of these visits result 
in the identification of a grower who is not in compliance with the IRM program, the registrant shall take 
appropriate action, consistent with its "phased compliance approach," to promote compliance. 

12] The registrant shall carry out a program for investigating legitimate "tips and complaints" that its 
growers are not in compliance with the IRM program. Whenever an investigation results in the 
identification of a grower who is not in compliance with the IRM program, th<? registrant shall take 
appropriate action, consistent with its "phased compliance approach." 

13] If a grower, who purchases MON863 Bt com for planting, was specifically identified as not being in 
compliance during the previous year, the registrant shall visit with the grower and evaluate wtlether that 
the grower is in compliance with the IRM program for the current year. 

14] Beginning January 31, 2004 and annually thereafter, Monsanto shall provide a report to EPA 
summarizing the activities carried out under their compliance assurance program for the prior year and the 
plans for the compliance assurance program during the current year. The report will include information 
regarding grower interactions (including, but not limited to, on-farm visits, verified. tips and complaints, 
grower meetings and letters), the extent of non-compliance, corrective measures to address the non­
compliance, and any follow-up actions taken. 

15] The registrant and the seed corn dealers for the registrant must allow a review of the compliance 
records by EPA or by a State pesticide regulatory agency if the State agency can demonstrate that 
confidential business information, including the names, personal information, and grower license number 
of the growers will be protected. 

d. Insect Resistance Monitoring 

The Agency is imposing the following conditions for this product: 

1) The registrants will monitor for resistance and/or trends in increased tolerance for com rootworm. 
Sampling should be focused in those areas in which there is the highest risk of resistance development. 
You must submit a protocol within 90 days of the date ofregistration. 

2) The registrant shall provide to EPA a description of its resistance monitoring plan by January 31, 2004. 
The description shall include: . sampling (number of locations and samples per locations), sampling 
methodology, bioassay methodology, standardization procedures, detection technique and sensitivity, and 
the statistical analysis of the probability of detecting resistance. 

3) The registrant must follow up on grower, extension specialist or consultant reports of less than 
expected results or control failures for the corn rootworm. The registrant will instruct its customers 
(growers and seed distributors) to contact them (e.g., via a toll-free customer service number) if incidents 
of unexpected levels of damage occurs from these target pests. The registrant will investigate all damage 
reports submitted to the compa~/or the company's representatives. See Remedial Action Plans section 
below. 
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e·. Remedial Action PlaH~ITED STATES ENVIRONMENTAL PROTECTION AGENCY 

A Remedial Action Plan covering both suspected and confirmed resistance for com rootworm must be 
submitted by I /31/2004. If resistance is confirmed, all MON863 acres (MON863 Bt fields and non­
MON863 Bt refuges) must be treated with insecticides targeted at CRW adults as well as larvae. 

Annual Reports: 

The registrant wi II provide an annual reports to EPA on its Cry3Bb I PIP expressed in com based on the 
following table. 

Report Description Due Date 

Annual Sales Reported by county and state summed by state January 31 51 each year 
beginning in 2004 

Grower Agreement Number of units of Bt com seeds shipped or sold January 31 51 each year 
and not returned, and the number of such units beginning in 2004 
that were sold to persons who have signed grower 
agreements 

Grower Education Education program completed previous year and January 31 51 each year 
plan for next year beginning in 2004 

Proposed Compliance Written description of Compliance Assurance 90 Days of the Date of 
Plan Program Registration 

Compliance Assurance Compliance Assurance Program Activities and January 3 JS1 each year 
Plan Results starting in 2004 

Compliance To include annual survey results and plans for the Preliminary survey 
next year report November l51

h 

each year and full report 
.. 

January 31 51 each year 
thereafter 

Insect Resistance Submission of protocol 90 Days of the Date of 
Monitoring Registration 

Insect Resistance Description of the program including sampling January 31, 2004 
Monitoring (number of locations and samples per locations), 

sam'pling methodology, bioassay methodology, 
standardization procedures, detection technique 
and sensitivity, and the statistical analysis of the 
probability of detecting resistance. 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

Additional reports are due as described in the following table: 

IRM Grower Proposed system to assure growers sign 90 Days of the Date of 
Agreements grower agreements Registration 

IRM Affirmation Plan System to assure annual affirmation by 90 Days of the Date of 
growers of their IRM obligations Registration 

Changes to Grower Current grower agreement(s) and any At least 30 days before any 
Agreement and/or IRM specific stewardship documents changes related to IRM are 
documents ' expected to be imposed. 

Insect Resistance Results of monitoring and investigations April 30th each year 
Monitoring Results of damage reports 

If these conditions are not complied with, the registration will be subject to cancellation in accordance 
with FIFRA sec. 6(e). Your release for shipment of the product constitutes acceptance of these 
conditions. · 

A stamped copy of the label is enclosed for your records. 

Enclosure 

Sincerely, 
1 

a,LJu~ a~.&--
.«.:et L. Andersen, Ph.D, Director 

Biopesticides and Pollution 
Prevention Division (7511 C) 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASHINGTON, D.C. 20460 

fE~~ 2 .:~ 2003 

MEMORANDUM 

SUBJECT: 

FROM: 

TO: 

I. ISSUE 

Consideration of Section 3( c )(7)(C) Conditional Registrations for the Monsanto 
Company Bt Com Plant-Incorporated Protectant Bacillus thuringiensis Cry3Bb 1 
Protein and the Genetic Material Necessary for its Production (Vector ZMIR13L) 
in Event MON863 Com: (EPA File Symbol 524-LED 

-DECISION MEMORANDUM- ,.. ") 

Janet L. Andersen, Ph.D., Director,,LJ',f'.J.i ~ 
Biopesticides and Pollution Prevenp Division 

James J. Jones, Deputy Director 
Office of Pesticide Programs 

Should the Agency conditionally register Monsanto Company's Bt com product pursuant to 
FIFRA §3(c)(7)(C)? 

II. BACKGROUND 

Active Ingredient 

Cry3Bbf protein is a delta-endotoxin from Bacillus thuringiensis spp. kumamotoensis and has 
activity against certain beetles. The wild-type cry3Bbl gene was modified to enhance the 
protein's activity against the com root worm complex. 

EUPs and Tolerance Exemption 

Several experimental use permits and amendment/extensions have been granted by the Agency 
since April 2000 for different Cry3Bb 1 com plant-incorporated protectants, EPA EUP Numbers 
524-EUP-90, -92, and -93. A tolerance exemption was established for Bacillus thuringiensis 
Cry3Bbl protein and the genetic material for its production in com on May 11, 2001. This 
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tolerance exemption was codified under 40 CFR Part 180.1214 and expires on May 1, 2004. 
Monsanto has indicated their intent to submit a petition amending the Cry3Bb1 com tolerance 
exemption to remove the expiration date once they obtain commercial approval. 

Registration Application and Public Comments 

On March 1, 2001, EPA announced receipt ofMonsanto's Event MON863 Cry3Bb1 com seed 
increase registration application (EPA File Symbol 524-LEI) pursuant to the provisions of 
section 3(c)(4) of the Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA) (66 FR 

· 15435). On March 13, 2002, EPA announced receipt of a revised application from Monsanto 
for EPA File Symbol 524-LEI for full commercial use. Finally, on July 24, 2002, EPA 
announced a meeting of the FIFRA Scientific Advisory Panel (SAP) to consider and review com 
rootworm plant-incorporated protectant insect resistance management and non-target insect 
issues (67 FR 48461 ). 

Approximately 93 7 comments were received by EPA in response to these announcements. 
Comments were received from private citizens, independent farmers, farm cooperatives, farm 
industry representatives, trade organizations, advocacy groups, academic researchers, and 
government officials. Comments received included handwritten letters, typed letters, e-mails, 
faxes, and slide presentations from the SAP meeting. 

Several organizations interested in the registration ofMON 863 sponsored letter writing 
campaigns to promote their interests and provided form letters for members or other interested 
citizens to submit to EPA. Six master form letters were identified. The originating organizations 
for these campaign letters were not apparent, and the master letters were identified on the basis of 
the most consistently copied text. Most of the 937 comments received were form letters (81 · 
percent). In some cases the form letters were signed and mailed without alteration. However, 
many commenters added personalized comments or edited the form letters to better express their 
individual views. 

About 88 percent of the 937 comments were received from private citizens. Support or 
opposition of the registration was not tracked for individual commenters; however, all six of the 
master form letters expressed support for the registration of MON 863. Based on the large 
number of form letters received and the large number of letters received from private citizens, 
most ofthe private citizens who commented on the application generally support registration. 

Some of the major environmental or public interest groups included the Center for Science in 
Public Interest, Foundation E.A.R.T.H., Greenpeace, The Sierra Club, The Xerces Society, and 
Union of Concerned Scientists. The Center for Science in Public Interest did not express strong 
support or opposition to the registration of MON 863, but did provide a detailed analysis 
identifying perceived flaws_ir;t the Insect Resistance Management (IRM) plan. Foundation 
E.A.R.T.H., an environmental organization focusing on agriculture, supported approval of the 
registration based on an impact survey of 300 com growers who, by and large, were interested in 
reducing pesticide use and using a seed product like MON 863. ·Greenpeace, The Sierra Club, 
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and The Xerces Society, all environmental advocacy groups, along with the Union of Concerned 
Scientists, a public interest group, opposed approval of the application claiming that insufficient 
scientific data are available. Each of these groups provided lengthy comments and/or 
independent evaluations of the application materials submitted by Monsanto. 

Agricultural trade associations generally supported approval of registration ofMON 863. 
Among these trade associations were the American Seed Trade Association, the Agribusiness 
Association oflowa, the "Illinois Com Growers Association, the Iowa Com Growers Association, 
the Nebraska Com Growers Association, the Iowa Seed Association, the National Grain and 
Feed Association, and the National Wild Turkey Federation. A representative of the National 
Com Growers Association supported the registration and expressed the importance of a workable 
IRM plan. The Illinois Com Growers Association expressed cpncems about handling and 
marketing the product. 

Approximately 20 seed and grain companies submitted comments in support of registration of 
MON 863. Entomologists from research and academic organizations including the NCR-46 
committee (a technical committee of research and extension entomologists), Iowa State 
University, Kansas State University, Michigan State University, Pennsylvania State University, 
and the University of Delaware also expressed support of the registration. Government 
representatives of the Illinois Department of Agriculture, Illinois State Senate, Iowa Department 
of Agriculture, Nebraska Department of Agriculture, Ohio Department of Agriculture, Texas 
House of Representatives, Texas Senate, and U.S. Department of Agriculture all supported 
registration ofMON 863. 

BPPD will do a separate response to comment document that will be available at the time the 
registration decision is announced in the Federal Register. We anticipate this will be within 
approximately 30 days. 

III. RATIONALE FOR RECOMMENDATION 

Pursuant to FIFRA section 3(c)(7)(C), EPA may conditionally register a new pesticide active 
ingredient for a period of time reasonably sufficient for the generation and submission of 
required data that are lacking because insufficient time has elapsed since the imposition of the 
data requirement for those data to be developed. EPA may grant such conditional registration 
only if EPA determines that ( 1) the use of the pesticide product during the period of the 
conditional registration will not cause any unreasonable adverse effect on the environn1ent, and 
(2) the registration and use of the pesticide during the conditional registration is in the public 
interest. BPPD determines that all of the relevant criteria have been fulfilled. 

BPPD determines that it is appropriate to conditionally register the MON 863 product under 
Section 3(c)(7)(C) because )!)sUfficient time has elapsed since the imposition of the data 
requirements for: · · 
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1) Independent laboratory analytical method validation. 
2) Cry3Bb 1 protein expression data in terms of dry weight, as the amount of protein present in 
the given tissue. 
3) Field degradation studies evaluating accumulation and persistence of Cry3Bb 1 protein in 
several different soils in various strata. 
4) Laboratory toxicity test with Orius insidiosus (minute pirate bug). 
5) Laboratory toxicity t~st with carabid (ground beetle). 
6) Laboratory toxicity test with Tetraopes (red milkweed beetle). 
7) Intermediate and multi-year non-target organism field studies with statistical power. 
8) A six week broiler dietary study .. 
9) Research regarding com rootworm adult and larval movement and dispersal, mating habits, 
ovipositional patterns, number of times a female can mate and fecundity. 
10) Research to determine ifiRM strategies designed for WCRW and NCRW are appropriate for 
MCRW. 
11) Research regarding the mechanism of potential resistance ofCRW to MON 863. Monsanto 
must attempt to develop resistant CR W colonies to aid in determining selection intensity. 
12) Research regarding the effect" ofWCRW ovipositing in soybean prior to overwintering and 
extended diapause in NCRW on an IRM strategy. 
13) Detailed summaries of the four data-sets identified in Monsanto's December 13, 2002 letter 
should be submitted to the Agency to support their conclusion that the initial resistance allele 
frequency is ~0.01. 
14) Continuation of baseline susceptibility studies currently underway for WCRW and initiation 
for NCRW and monitoring techniques such as discriminating dose concentration assays, as well 
as investigation of their feasibility as resistance monitoring tools. · 

The applicant has submitted or cited data sufficient for BPPD to determine that conditional 
registration ofMON 863 under FIFRA 3(c)(7)(C) will not result in unreasonable adverse effects 
to the environment, as discussed above. Monsanto Company submitted and/or cited satisfactory 
data pertaining to the proposed use. The human health effects data and non-target organism 
effects data are considered sufficient for the period of the conditional registration. Th.ese data 
demonstrate that no foreseeable human health hazards or ecological effects are likely to arise 
from the use of the product and that the risk of resistance de\'eloping to Bacillus tlwringiensis 
Cry3Bb 1 protein during the conditional registration is not expected to be significant. The data 
also demonstrate that there is virtually no possibility of any risk associated with weediness or 
outcrossing to wild relatives. 

Registration of Bacillus thuringiensis Cry3bb 1 protein and the genetic material necessary for its 
production (vector ZMIR3L) in event MON863 com is in the public interest because MON 863 
com is less risky to human health and/or the environment than currently registered pesticides and 
the improved season long protection and practical benefits of ease of MON 863 use exceed those 
of the currently registered al~ematives, most of which are restricted use products.- Specifically: 
I) for the first 3 year, MON 863 is projected to reduce conventional pesticide use· by 12.5 million 
lbs active ingredient on 7.5 million com acres (0.1 carbamates, 3.5 pyrethroids, 3.0 
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organophosphates, and 0.9 for other chemical classes. This totals to 7.5 million acres of use 
reduction. To the extent that MON 863 is used on acreage that would be uneconomical to 
otherwise treat, the total use reduction would be less than the MON 863 acres adoption.) 
2) it has a predicted yield benefit of 1.5- 4.5% per acre greater than conventionally treated corn, 
3) grower benefits are estimated at $6.56 per acre vs. conventionally treated corn, 4) the total 
first 3 year economic benefits are estimated at $49.2 million. 

(EPA's public interest analysis considers three years ofMON 863 use, because EPA has been 
informed that Monsanto will request that the current tolerance exemption for Cry 3bB 1, which 
expires on May 1, 2004, be amended to remove the expiration date. If ( 1) Monsanto requests 
such an amendment to the Cry 3Bb I tolerance exemption, (2) EPA grants such amendment 
request, and (3) Monsanto subsequently requests that the MON 863 registration be amended to 
expire at a later date, EPA currently believes that the data reviewed so far likely will support an 
extension of the conditional registration for an additional two years.) 

In view of these minimal risks and .the clear benefits related to YieldGard Rootworm, BPPD 
believes that the use qfthe pro.duct during the limited period of the conditional registration will 
not cause any unreasonable adverse effects. 

Although the data with respect to this particular new active ingredient are satisfactory, they are 
not sufficient to support an unconditional registration under FIFRA 3(c)(5). Additional data are 
necessary to evaluate the risk posed bythe continued use of this product. Consequently, BPPD 
recommends imposing the data requirements specified earlier in the attached Biopesticide 
Registration Action Document in Section Ill. 

BPPD also believes, as explained in the attached BRAD section II.E., that the third criterion for a 
FIFRA 3(c)(7)(C) conditional registration has been fulfilled because the use ofCry3Bbl corn 
under this registration would be in the public interest. 

A tolerance exemption has been granted pursuant to FFDCA section 408( d) for Bacillus 
tlwringiensis Cry38b I protein and the genetic material necessary for its production in corn. 
However, this tolerance exemption expires in May 2004 and therefore, this registration would 
also expire in May 2004 until such time as the tolerance is permanent. At that time, the 
registration would be amended to expire in three years from the date of the original registration. 

IV. RECOMMENDATION 

The submitted data in support of this registration under section 3(c)(7)(C) of the Federal 
Insecticide, Fungicide, and Rodenticide Act (FIFRA) have been reviewed and determined to be 
adequate. Studies mentioned above are included in the terms, conditions, and limitations of this 
registration. This registratio'r'l'will not cause unreasonable adverse effects to man or the 
environment and is in the public interest. 
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Based on the data submitted and cited by the applicants and reviewed by B.PPD staff, the 
Biopesticides and Pollution Prevention Division recommends that the Monsanto Company 
Cry3Bbl com product containing the new active ingredient Bacilius thurii1giensis Cry3Bbl 
Protein and the Genetic MaterialNecessary for its Production (Vector ZMIR13L) in Event 
MON863 Com be REGISTERED under FIFRA section 3(c)(7)(C), with appropriate limitations. 

The expiration data of t}Je registration has been set to match that of the tolerance exemption, 
May 1, 2004. 

--I): 1/ 1 -7 
DATE :_.::...rJ+p:::__:.'-1+-/ ,_ .. '---=-)----;-
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

r:cs 2 !J 2003 , l-L 

MEMORANDUM 

SUBJE:.CT: 

FROM: 

TO: 

I. ISSUE 

Consideration of Section 3( c)(7)(C) Conditional Registrations for the Monsanto 
Company Bt Com Plant-Incorporated Protectant Bacillus thuringiensis Cry3Bb I 
Protein and the Genetic Material Necessary for its Production (Vector ZMIR13L) 
in Event MON863 Com: (EPA File Symbol 524-LED 

-DECISION MEMORANDUM-~. /)) 

Janet L. Andersen, Ph.D., Director 

1 

{%~ ~\l)(.t{_ 
Biopesticides and Pollution Prev · n Division 

James J. Jones, Deputy Director 
Office ofPesticide Programs 

Should the Agency conditionally register Monsanto Company's Bt com product pursuant to 
FIFRA §3(c)(7)(C)? 

II. BACKGROUND 

Active Ingredient 

Cry3Bbl ·protein is a delta-endoto~in from Bacillus thuringiensis spp. kumamotoensis and has 
activity against certain beetles. The wild-type cry3Bbl gene was modified to enhance the 
p~otein's activity against the com root worm complex .. 

EUPs and Tolerance Exemption 

Several experimental use permits and amendment/extensions have been granted by the Agency 
since April 2000 for different Cry3Bbl com plant-incorporated protectants, EPA EUP Numbers 
524-EUP-90, -92, and -93. A tolerance exemption was established for Bacillus thuringiensis 
Crv3Bbl orotein and the genetic materialcfcnrcitrR.nadi!litJOn m com on Mav II, 2001. I hts 
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tolerance exemption was codified under 40 CFR Part 180.1214 and expires on May 1, 2004. 
Monsanto has indicated their intent to submit a petition amending the Cry3Bb1 com tolerance 
exemption to remove the expiration date once they obtain commercial approval. 

Registration Application and Public Comments 

On March 1, 2001, EPA announced receipt ofMonsanto's Event MON863 Cry3Bbl com seed 
increase registration application (EPA File Symbol 524-LED pursuant to the provisions of 
section 3(c)(4) of the Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA) (66 FR 
15435). On March 13, 2002; EPA announced receipt of a revised application from Monsanto 
for EPA File Symbol 524-LEI for full commercial use. Finally, on July 24, 2002, EPA 
announced a meeting of the FIFRA Scientific Advisory Panel (SAP) to consider and review com 
rootworm plant-incorporated protectant insect resistance management and non-target insect 
issues (67 FR 48461). 

Approximately 93 7 comments were received by EPA in response to these announcements. 
Comments were receiv~d from private citizens, independent farmers, farm cooperatives, farm 
industry representatives, trade organizations, advocacy groups, academic researchers, and 
government officials. Comments received included handwritten letters, typed letters, e-mails, 
faxes, and slide presentations from the SAP meeting. 

Several organizations interested in the registration ofMON 863 sponsored letter writing 
campaigns to promote their interests and provided form letters for members or other interested 
citizens to submit to EPA. Six master form letters were identified. The originating organizations 
for these campaign letters were not apparent, and the master leiters were identified on the basis of 
the most consistently copied text. Most of the 93 7 comments received were form letters (81 
percent). In some cases the form letters were signed and mailed without alteration. However, 
many commenters added personalized comments or edited the form letters to better express their 
individual views. 

About 88 percent of the 937 comments were received from private citizens. Support or 
opposition of the registration was not tracked for individual commenters; however, all six of the 
master form letters expressed support for the registration ofMON 863. Based on the large 
number of form letters received and the large number of letters received from private citizens, 
most of the private citizens who commented on the application generally support registration. 

Some of the major environmental or public interest groups included the Center for Science in 
Public Interest, Foundation E.A.R.T.H., Greenpeace, The Sierra Club, The Xerces Society, and 
Union ofConcemed Scientists. The Center for Science in Public Interest did not express strong 
support or opposition to the registration ofMON 863, but did provide a detailed analysis 
identifying perceived flaws h~ the Insect Resistance Management (IRM) plan. Foundation 
E.A.R.T.H., an environmental organization focusing on agriculture, supported approval of the 
registration based on an impact survey of 300 com growers who, by and large, were interested in 
reducing pesticide use and using a seed product like MON 863. Greenpeace, The Sierra Club, 
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and The Xerces Society, all environmental advocacy groups, along with the Union of Concerned 
Scientists, a public interest group, opposed approval of the application claiming that insufficient 
scientific data are available. Each of these groups provided lengthy comments and/or 
independent evaluations of the application materials submitted by Monsanto. 

Agricultural trade associations generally supported approval of registration of MON 863. 
Among these trade associations were the American Seed Trade Association, the Agribusiness 
Association of Iowa, the illinois Com Growers Association, the Iowa Com Growers Association, 
the Nebraska Com Growers Association, the Iowa Seed Association, the National Grain and 

· Feed Association, and the National Wild Turkey Federation. A representative of the National 
Com Growers Association supported the registration and expressed the importance of a workable 
IRM plan. The Illinois Com Growers Association expressed concerns about handling and 
marketing the product. 

Approximately 20 seed and grain companies submitted comments in support of registration of 
MON 863. Entomologists from research and academic organizations including the NCR-46 
committee (a technical committee of research and extension entomologists), Iowa State 
University, Kansas State University, Michigan State University, Pennsylvania State University, 
and the University of Delaware also expressed support of the registration. Government 
representatives of the Illinois Department of Agriculture, Illinois St~te Senate, Iowa Department 
of Agriculture, Nebraska Department of Agriculture, Ohio Department of Agriculture, Texas 
House ofRepresentatives, Texas Senate, and U.S. Department of Agriculture all supported 
registration ofMON 863. 

BPPD will do a separate response to comment document that will be available at the time the 
registration decision is armounced in the Federal Register. We anticipate this will be within 
approximately 30 days. 

III. RATIONALE FOR RECOMMENDATION 

Pursuant to FIFRA section 3(c)(7)(C), EPA may conditionally register a new pesticide active 
ingredient for a period of time reasonably sufficient for the generation and submission of 
required data·that are lacking because insufficient time has elapsed since the imposition of the 
data requirement for those data to be developed. EPA may grant such conditional registration 
only if EPA determines that ( 1) the use of the pesticide product during the period of the 
conditiona.l registration will not cause any unreasonable adverse effect on the environment, and 
(2) the registration and use of the pesticide during the conditional registration is in the public 
interest. BPPD determines that all of the relevant criteria have been fulfilled. 

BPPD determines that it is appropriate to conditionally register the MON 863 product under 
Section 3(c)(7)(C) because i.~sufficient time has elapsed since the imposition of the data 
requirements for: 
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I) Independent laboratory analytical method validation. 
2) Cry3Bb I protein expression data in terms of dry weight, as the amount of protein present in 
the given tissue. 
3) Field degradation studies evaluating accumulation and persistence of Cry3Bb 1 protein in· 
several different soils in various strata. 
4) Laboratory toxicity test with Orius insidiosus (minute pirate bug). 
5) Laboratory toxicity test with carabid (ground beetle). 
6) Laboratory toxicity test with Tetraopes {red milkweed beetle). 
7) Intermediate and multi-year non-target organism field studies with statistical power. 
8) A six week broiler dietary study. 
9) Research regarding com rootworm adult and larval movement and dispersa·l: mating habits, 
ovipositional patterns, number of times a female can mate and fecundity. 
1 0) Research to determine if IRM str~tegies designed for WCRW and NCRW are appropriate for 
MCRW. 
11) Research regarding the mechanism ofpotential resistance ofCRW to MON 863. Monsanto 
must attempt to develop resistant CRW colonies to aid in determining selection intensity. 
12) Research regarding .the effect 6f WCRW ovipositing in soybean prior to overwintering and 
extended diapause in NCRW on an IRM strategy. 
13) Detailed summaries of the four data-sets identified in Monsanto's December 13, 2002 letter 
should be submitted to the Agency to support their conclusion that the initial resistance allele 
frequency is ~0.01. 
14) Continuation ofbaseline susceptibility studies currently underway for WCRW and initiation 
for NCRW and monitoring techniques such as discriminating dose concentration assays, as well 
as investigation of their feasibility as resistance monitoring tools. 

The applicant has submitted or cited data sufficient for BPPD to determine that conditional 
registration ofMON 863 under FIFRA 3(c)(7)(C) will not result in unreasonable adverse effects 
to the environment, as discussed above. Monsanto Company submitted and/or cited satisfactory 
data pertaining to the proposed use. The human health effects data and non-target organism 
effects data are considered sufficient for the period of the conditional registration. These data 
demonstrate that no foreseeable human health hazards or ecological effects are likely to arise 
from the use of the product and that the risk of resistance developing to Bacillus thuringiensis 
Cry3Bb 1 protein during the c~nditional registration is not expected to be significant. The data 
also demonstrate that there is virtually no possibility of any risk associated with weediness or 
outcrossing to wild relatives. 

Registration of Bacillus thuringiensis Cry3bb I protein and the genetic material necessary for its 
production (vector ZMIR3L) in event MON863 com is in the public interest because MON 863 
com is less risky to human health and/or the environment than currently registered pesticides and 
the improved season long protection and practical benefits of ease of MON 863 use exceed those 
of the currently registered alt~matives, most of which are restricted use products.- Specifically: 
1) for the first 3 year, MON 863 is projected to reduce conventional pesticide use by 12.5 million 
lbs active ingredient on 7.5 million com acres (0.1 carbamates, 3.5 pyrethroids, 3.0 
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organophosphates, and 0.9 for other chemical classes. This totals to 7.5 million acres of use 
reduction. To the extent that MON 863 is used on acreage that would be uneconomical to 
otherwise treat; the total use reduction would be less than the MON 863 acres adoption.) 
2) it has a predicted yield benefit of 1.5 - 4.5% per acre greater than conventionally treated com, 
3) grower benefits are estimated at $6.56 per acre vs. conventionally treated com, 4) the total 
first 3 year economic benefits are estimated at $49.2·million. 

(EPA's public interest analysis considers three years ofMON 863 use, because EPA has been 
informed that Monsanto will request that the current tolerance exemption for Cry 3bB 1, which 
expires on May 1, 2004, be amended to remove the expiration date. If ( 1) Monsanto requests 
such an amendment to the Cry 3Bb 1 tolerance exemption, (2) EPA grants such amendment 
request, and (3) Monsanto subsequently requests that the MON 863 registration be amended to 
expire at a later date, EPA currently believes that the data reviewed so far likely will support an 
extension of the conditional registration for an additional two years.) 

In view of these minimal risks and the clear benefits related to YieldGard Rootworm, BPPD 
believes that the use of.the product during the limited period of the conditional registration will 
not cause any unreasonable adverse effects. 

Although the data with respect to this particular new active ingredient are satisfactory, they are 
not sufficient to support an unconditional registration under FIFRA 3(c)(5). Additional data are 
necessary to evaluate the risk posed by the continued use of this product. Consequently, BPPD 
recommends imposing the data requirements specified earlier in the attached Biopesticide 
Registration Action Document in Section ill. 

BPPD also believes, as explained in the attached BRAD section II.E., that the third criterion for a 
FIFRA 3(c)(7)(C) conditional registration has been fulfilled because the use of Cry3Bb I corn 
under this registration would be in the public interest. 

A tolerance exemption has been granted pursuant to FFDCA section 408(d) for Bacillus 
thuringiensis Cry3Bbl protein and the genetic material necessary for its production in corn. 
However, this tolerance exemption expires in May 2004 and therefore, this registration would 
also expire in May 2004 until such time as the tolerance is permanent. At that time, the 
registration would be amended to expire in three years from the date of the original registration. 

IV. RECOMMENDATION 

The submitted data in support of this registration under section 3(c)(7)(C) of the Federal 
Insecticide, Fungicide, and Rodenticide Act (FIFRA) have been reviewed and determined to be 
adequate. Studies mentioned above are included in the terms, conditions, and limitations of this 
registration. This registratiqn, will not cause unreasonable adverse effects to man or the 
environment and is in the public interest. 
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Based on the data submitted and cited by the applicants and reviewed by BPPD staff, the 
Biopesticides and Pollution Prevention Division recommends that the Monsanto Company 
Cry3Bbl corn product containing the new active ingredient Bacillus thuringiensis Cry3Bbl 
Protein and the Genetic Material Necessary for its Production (Vector ZMIR13L) in Event 
MON863 Corn be REGISTERED under FIFRA section 3(c)(7)(C), with appropriate limitations. 

The expiration data of tl}e registration has been set to match that of the tolerance exemption, 
May 1, 2004. 

NONCONC 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

WASHINGTON, D.C. 20460 

Dr. Russell P. Schneider 
Director, Regulatory Affairs 
t-llonsanto Company 
600 13th Street, N.W. 
Suite 660 
Washington, D.C. 20005 

Dear Dr. Schneider: 

Subject: MON863 Cry3Bb1 Corn/ Pre-Acceptance Letter 
EPA File Symbol 524-LEI 

OFFICE OF 
PREVENTION. PESTICIDES AND 

TOXIC SUBSTANCES 

This is a pre-acceptance letter regarding Monsanto's application to register the above 
referenced product for a Section 3 registration under the Federal Insecticide, Fungicide, and 
Rodenticide Act (FIFRA). The Environmental Protection Agency (EPA) will consider 
registering Monsanto's product under FIFRA Section 3(c)(7)(C) provided Monsanto amends its 

-' application for registration by submitting the required information as described in this letter. 

This letter does not constitute a commitment to register the subject product, nor is it 
intended to imply that EPA will register the subject product. Rather, the purpose of this letter is 
to inform you that, if Monsanto submits the information in writing as described in this letter, 
EPA will be able to continue to process the registration application in accordance with our 
normal procedures. 

Thus, to enable us to continue to process the subject registration application, EPA 
requests that Monsanto agree in writing to the following. 

1) The subject registration will automatically expire on midnight May 1, 2004. The registration 
must expire on this date because this is the date of expiration of the tolerance exemption under 
40 CFR 180.1214. When ~d if the Agency registers this product, it is our understanding that 
Monsanto intends to submit in the near future an amendment application to modify the expiration 
date and a petition to amend the tolerance exemption under 40 CFR 180.1214 so that its 
expiration date is removed. Based on the Agency's review of the data submitted and cited in 
support of this application, and provided that the Agency finalizes a rule which amends 40 CFR 
180.1214 so that its expiration date is removed; the Agency anticipates at this time that an 
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expiration date three years from the initial date of registration for this product would be 
appropriate. 

2) The subject registration will be limited to Bacillus thuringiensis-Cry3Bb1 Protein and the 
Genetic Material Necessary for its Production (Vector ZMIR13L) in Event MON863 Com use in 
field com. 

3) Submit/cite all data required for registration of your product under FIFRA § 3(c)(5) when the 
Agency requires registrants of similar products to submit such data. 

4) Submit production information for this product to Mr. Owen Beeder of Office of Pesticide 
Programs, Registration Division (mail code 7505C) for the fiscal year in which this product is 
conditionally registered, in accordance with FIFRA § 29. The fiscal year begins October 1 and 
ends September 30. Production information will be submitted to the Agency no later than 
December 15, following the end of the preceding fiscal year. 

5) Submit independent laboratory method validation (under OPPTS Guidelines 860.1340) to 
complete the database for Cry3Bbl com within 12 months ofthe date of registration. Provide to 
the EPA laboratory (Ft. Meade, MD) methodology and/or reagents necessary for validation of a 
Cry3Bbt analytical method within 6 months of the date of registration. The extraction and 
detection method as described for Cry3Bb1 protein appears to be adequate for analysis of 
Cry3Bb1 protein in com grain. However, this method must be validated by both an independent 
laboratory and the EPA Biological and Economic Analysis Division laboratory before it can be 
considered a valid method. In addition, to assure that grain handlers have a test method in place 
prio_r to harvest, you must make available Cry3Bbl strip tests to grain handlers and demonstrate 
to the Agency this provision prior to September 2003. EPA understands that these are 
'qualitative' test kits and that you are in discussions with USDNGIPSA about providing 
methodology and reagents for their use in developing a validated 'quantitative' method for MON 
863 and that this transfer of materials will take place once registration occurs. 

6) Submit expression data in terms of dry weight, as the .amount of protein present in the given 
tissue. Tissues for which expression data must be provided include: leaf, root, pollen, seed, and 
whole plant. In addition, data for each of these tissues should be provided for young plants in 
·rapid growth, during flowering, and mature plants before harvest when that part of the plant is 
present. Data obtained for roots should also include typical times when com rootworm would be 
feeding. Data are due within 24 months of the date of registration, provided the registration is 
amended to extend the registration date. 

7) Submit field degradation studies evaluating accumulation and persistence of Cry3Bb I in 
several different soils in various strata. Representative fields must have been planted with 
MON863 and include both c.6nventional tillage and no-till samples and be harvested under 
typical agronomic conditions. Sampling must continue until the limit of detection is reached. 
Studies should include soils with high levels of a variety of clays. Both ELISA and insect 
bioassays need to be conducted and compared to determine if Cry3Bb I is accumulating or 
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persisting in soil samples. A protocol is due within 90 days of the date of registration, and a 
progress report is due within one year of the date of registration. If the registration and tolerance 
exemption are amended to extend the expiration dates, a final report is due two years from the 
date of registration. 

8) Submit laboratory toxicity tests with Orius insidiosus (minute pirate bug), carabid (ground 
beetle), and Tetraopes (red milkweed beetle) within 24 months of the date of registration, 
provided the registration is amended to extend the registration date. Protocols are due within 120 
days of the date of registration. 

9) Full-scale field or semi-field studies with appropriate end points and statistical power must be 
conducted. Submit intermediate and multi-year non-target organism field studies with statistical 
power. You must submit final results to field stu.dies previously summarized in MRID 
No.456530-03 (The carabid and nematode data are of particular interest.) and ·annual reports 
each year of this registration every April 30th. 

I 0) Submit a six week broiler dietary study with 60% - 70% MON 863 com in the diet that is of 
appropriate duration to represent the start and growing periods of the test species. Balanced diets 
should be formulated according to the National Research Council guidelines ("Nutrient 
Requirements of Poultry," Ninth Revised Edition, 1994) with the energy requirements of the test 
species being met by the inclusion of com in the diet to assess hazards from chronic exposure of 
wild or domesticated fowl. A protocol for poultry studies must be submitted within 90 days of 
the date of registration with a final report submitted 18 months after approval of the protocol. 

II) Submit the following insect resistance management/pest biology data. Protocols and data 
sets identified in Monsanto's I2/13/2002 letter must be submitted within 90 days of the date of 
registration. A progress report must be submitted by January 31, 2004. Provided the registration 
is amended to extend the expiration date, the final reports must be submitted by January 31, 
2006. 

• 

• 

• 

• 

• 

Research regarding adult and larval movement and dispersal, mating habits, ovipositional 
patterns, number of times a female can mate and fecundity. 

Research to determine if IRM strategies designed for WCR W and NCR Ware appropriate 
forMCRW 

Research regarding the mechanism of potential resistance of CR W to MON 863 must be 
determined to develop an appropriate long-term IRM strategy. Monsanto must attempt to 
develop r~sistant CRW colonies to aid in determining selection intensity. 

4"1 

Research regarding the effect of WCR W ovipositing in soybean prior to overwintering 
and extended diapause in NCRW on an IRM strategy needs further investigation. 

Detailed summaries of the four data-sets identified in Monsanto's December 13, 2002 
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letter should be submitted to the Agency to support their conclusion that the initial 
resistance allele frequency is ~0.01. 

• Baseline susceptibility studies currently underway should be continued for WCRW and 
initiated for NCRW and monitoring techniques such as discriminating dose concentration 
assays need to be thoroughly investigated for their feasibility as resistance monitoring 
tools. 

12) BPPD strongly urges Monsanto to submit data and information cited in the benefits 
assessment (contained in the MON863 Biopesticides Regulatory Action Document) to help 
measure .the impacts and potential benefits of the u~e of MON 863 com on a wide scale. 

13) You must commit to do the following Insect Resistance Management Program: 

The required IRM program for Cry3Bbl Bt com has the following elements: 

1] Requit:ements relating to creation of a non-Cry3Bbl Bt com refuge in conjunction with the 
planting of any acreage of commercial Cry3Bb1 Bt com; · 

2] Requirements for the registrants to prepare and require Cry3Bbl Bt com users to sign "grower 
agreements" which impose binding contractual obligations on the grower to comply with the 
refuge requirements; 

3] Requirements for the registrants to develop, implement, and report to EPA on programs to 
educate growers about IRM requirements; 

4] Requirements for the registrants to develop, implement, and report to EPA on programs to 
evaluate and promote.growers' compliance with IRM requirements (the Cry3Bbl Compliance 
Assurance Program {CAP) must integrate with the Cry 1 CAP); 

5] Requirements for the registrants to develop, implement, and report to EPA on monitoring 
programs to evaluate whether there are statistically significant and biologically relevant changes 
in target insect susceptibility to Cry3Bbl protein in the target insects; 

6] Requirements for the registrants to develop, and if triggered, to implement a "remedial action 
plan" which would contain measures the registrants would take in the event that any insect 
resistance was detected as well as to report on activity under the plan to EPA; 

7] Submit annual reports on sales(by state and county), IRM grower agreements results, 
compliance, and educational program on or before January 31 51 each year beginning in 2004. 

a. Refuge Reguirements 
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Grower agreements (also known as stewardship agreements) will specify that growers must 
adhere to the refuge requirements as described in the grower guide/product use guide and/or in 
supplements to the grower guide/product use guide. 

• Specifically, growers must plant a structured refuge of at least 20% non-Cry3Bb 1 Bt com that 
may be treated with insecticides as needed to control com rootworm larvae. Growers will not 
be permitted to apply CR W labeled insecticides to the refuge for control of insect pests while 
adult com rootworm are present unless the Cry3Bb1 field is treated in a similar manner. 

Refuge planting options include: refuge acres should be planted as blocks adjacent to MON 
863 com fields or as in-field strips. If row strips within a com field are implemented, then at 
least 6 and preferably 12 consecutive rows should be planted. 

• External refuges must be planted adjacent to Cry3Bb1 MON 863 fields. 

• When planting the refuge in strips across the field, refuges must be at least 6 rows wide, 
preferably 12 rows Wide. 

• Insecticide treatments for control of com rootworm larvae may be applied. Instructions to 
growers will specify that insecticides labeled for control of com rootworm adults cannot be 
applied while adults are present in the refuge unless the Cry3Bb 1 field is treated in a similar 
manner. 

b. Grower Agreements 

1] Persons purchasing the Bt com product must sign a grower agreement. The term "grower 
agreement" refers to any grower purchase contract, license agreement, or similar legal document. 

2] The grower agreement and/or specific stewardship documents referenced in the grower 
agreement must clearly set forth the terms of the current IRM program. By signing the grower 
agreement, a grower must be contractually bound to comply with the requirements of the lRM 
program. 

3] The registrant must develop a system (equivalent to what is already approved for MON 810, 
EPA Reg. No. 524-489) which is reasonably likely to assure that persons purchasing the Bt com 
product will affirm annually that they are contractually bound to comply with the requirements of 
the IRM program. The proposed system will be submitted to EPA within 90 days from the date 
of registration. 

4] The registrant must use grower agreements and submit to EPA within 90 days from the date of 
registration a copy of that a'greement and any specific stewardship documents referenced in the 
grower agreement. If Monsanto wishes to change any part of the grower agreement or any 
specific stewardship documents referenced in the grower agreement that would affect either the 
content of the IRM program or the legal enforceability of the provisions of the agreement relating 
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to the IRM program, thirty days prior to implementing a· proposed change, the registrant must 
submit to EPA the text of such changes to ensure that it ·is consistent with the terms and 
conditions of the amendment. 

5] The registrant must establish a system (equivalent to what is already approved for MON 810, 
EPA Reg. No. 524-489) which is reasonably likely to assure that persons purchasing the Bt com 
sign grower agreement(s), and must provide within 90 days from the date of the registration a 
written description of that system. 

6] The registrant shall maintain records of all Bt com grower agreements for a period of three 
years from December 31st of the year in which the agreement was signed. 

7] Beginning on January 31, 2004 and annually thereafter, the registrant shall provide EPA with a 
report showing the nuinber ofunits of its Bt MON863 com seeds sold or shipped and not 
returned, and the number of such units that were sold to persons who have signed grower 
agreements. The report shall cov~r the time frame of the twelve-month period covering the prior 
Augu~t through July. · 

8] The registrant must allow a review of the grower agreements and grower agreement records by 
EPA or by a State pesticide regulatory agency if the State agency can demonstrate that 
confidential business information, including names, personal information, and grower license 
number, will be protected. 

c. IRM Education and IRM Compliance Monitoring Programs 

I] Monsanto must design and implement a comprehensive, ongoing IRM education program 
designed to convey to Bt MON863 com users the importance of complying with the IRM 
program. The program shall include information encouraging Bt MON863 com users to pursue 
optional elements of the IRM program relating to refuge configuration and proximity to Bt 
MON863 com fields. The education program shall involve the use of multiple media, e.g. face­
to-face meetings, mailing written materials, EPA reviewed language on IRM requirements on the 
bag or bag tag, and electronic communications such as by Internet, radio, or television 
commercials. Copies of the materials will be provided to EPA for its records. The program shall 
involve at least one written communication annually to each Bt MON863 com user separate from 
the grow~r technical guide. The communication shall inform the user of the current IRM 
requirements. Monsanto shall coordinate its education programs with educational efforts of 
other registrants and other organizations, such as the National Com Grower Association and state 
extension programs. 

2] Annually, the registrant shall revise, and expand as necessary, its education program to take 
into account the information:·collected through the compliance survey required under paragraph 
6] and from other sources. The changes shall address aspects of grower compliance that are not 
sufficiently high. 
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3] Beginning January 31, 2004 and annually thereafter, the registrants must provide a report to 
EPA summarizing the activities carried out under the education program for the prior year and 
the plans for their education program during the current year. The registrant must either submit a 
separate report or contribute to the report from the industry working group (ABSTC). 

4] The registrant must design and implement an ongoing IRM compliance assurance program 
designed to evaluate the extent to which growers purchasing its MON863 Bt com product are 
complying with the IRM program and that takes such actions as are reasonably needed to assure 
that growers who have not complied with the program either do so in the future or lose their 
access to the MON863 Bt com product. The registrant shall coordinate with other Bt com 
registrants in designing and implementing its compliance assurance program and integrate the 
Cry3Bbl CAP with th~ Cry I CAP. The registrant must prepare and submit within 90 days of the 
date ofregi:::tration a written description of their compliance assurance program including a 
summary of the program implemented in the 2003 growing season. Other required features of 
the program are described in paragraphs 5]- 15] below. 

5] Th~ registrant must establish and publicize a "phased compliance approach," i.e., a guidance 
document that indicates how the registrant will address instances of non-compliance with the 
terms of the IRM program and general criteria for choosing among options for responding to any 
non-compliant growers. The options shall include withdrawal of the right to purchase MON863 
Bt com for an individual grower or for all growers in a specific region. An individual grower 
found to be significantly out of compliance two years in a row would be denied sales of the 
product the next year. Similarly, seed dealers who are not fulfilling their obligations to 
infonn/educate growers of their IRM obligations will lose their opportunity to sell MON863 Bt 
com. 

6] The IRM compliance assurance program shall include an annual survey of a statistically 
representative sample of Bt com growers conducted by an independent third party. The survey 
shall measure the degree of compliance with the IRM program by growers in different regions of 
the country and consider the potential impact of non-response. The sample size and geographical 
resolution may be adjusted annually, based upon input from the independent marketing research 
firm and academic scientists, to allow analysis of compliance behavior within regions or between 
regions. The sample size must provide a reasonable sensitivity for comparing results across the 
U.S. 

7] The survey shall be designed to provide an understanding of any difficulties growers 
encounter in implementing IRM requirements. An analysis of the survey results must include the 
reasons, extent, and potential biological significance of any implementation deviations. 

8] The survey shall be designed to obtain grower feedback on the usefulness of specific 
educational tools and initiatives. 

9] The registrant shall provide a preliminary summary of their findings by November 15 and a 
final written summary of the results of the prior year's survey (together with a description of the 
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regions, the methodology used, and the supporting data) to EPA by January 31 of each year. The 
registrant shall confer with EPA on the design and content ofthe survey prior to its 
implementation. 

I 0] Annually, the registrant shall revise, and expand as necessary, its compliance assurance 
program to take into account the information collected through the compliance survey required 
under paragraphs 6] through 8] and from other sources. The changes shall address aspects of 
grower compliance that are not sufficiently high. The registrants must confer with the Agency 
prior to adopting any changes. 

II] The registrant shall train its representatives who make on-farm visits with MON863 Bt com 
growers to perform assessments of compliance with IRM requirements. In the event that any of 
these visits result in the identification of a grower who is not in compliance with the IRM 
program, the registrant shall take appropriate action, consistent with its "phased compliance 
approach," to promote compliance. 

12] The registrant shall carry out a program for investigating legitimate "tips and complaints" 
that its growers are not in compliance with the IRM program. Whenever an investigation results 
in the identification of a grower who is not in compliance with the IRM program, the registrant 
shall take appropriate action, consistent with its "phased compliance approach." 

13] If a grower, who purchases MON863 Bt com for planting, was specifically identified as not 
being in compliance during the previous year, the registrant shall visit with the grower and 
evaluate whether that the grower is in compliance with the IRM program for the current year. 

14] Beginning January 31, 2004 and annually thereafter, Monsanto shall provide a report to EPA 
summarizing the activities carried out under their compliance assurance program for the prior 
year and the plans for the compliance assurance program during the current year. The report will 
include information regarding grower interactions (including, but not limited to, on-farm visits, 
verified tips and complaints, grower meetings and letters), the extent of non-compliance, 
corrective measures to address the non-compliance, and any follow-up actions tak~n. 

15] The registrant and the seed com dealers for the registrant must allow a review of the 
compliance records by EPA or by a State pesticide regulatory agency if the State agency can 
demonstz:ate that confidential business information, including the names, personal information, 
and grower license number of the growers will be protected. 

d. Insect Resistance Monitoring 

The Agency is imposing the·following conditions for this product: 

1) The registrants will monitor for resistance and/or trends in increased tolerance for com 
rootworm. Sampling should be focused in those areas in which there is the highest risk of 

8 

'II 



resistance development. Y 9u must submit a protocol within 90 days of the date of registration. 

2) The registrant shall provide to EPA a description of its resistance monitoring plan by January 
31, 2004. The description shall include: sampling (number of locations and samples per 
locations), sampling methodology, bioassay methodology, standardization procedures, detection 
technique and sensitivity, and the statistical analysis of the probability of detecting resistance. 

3) The registrant must follow up on grower, extension specialist or consultant reports ofless 
than expected results or control failures for the com rootworm. The registrant will instruct its 
customers (growers and seed distributors) to contact them (e.g., via a toll-free customer service 
number) if incidents of unexpected levels of damage occurs from these target pests. The 
registrant will investigate all damage reports submitted to the company or the company's 
representatives. See Remedial Action Plans section below. 

5) A report on results of resistance monitoring and investigations of damage reports must be 
submitted to the Agency annually by April 30th each year for the duration of the conditional 
regisl!ation. 

e. Remedial Action Plans 

A Remedial Action Plan covering both suspected and confirmed resistance for com rootworm 
must be submitted by 1/31/2004. If resistance is confirmed, all acres (MON863 Bt fields and 
non-Cry3Bb1 MON863 Bt refuges) should be treated with insecticides targeted at CRW adults as 
well as larvae. 

Annual Reports: 

The registrant will provide an annual reports to EPA on its Cry3Bb 1 PIP expressed in com based 
on the following table. 

Report Description Due Date 

Annual Sales Reported by county and state summed by January 31 51 each year 
state beginning in 2004 

... .. • 
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Grower Agreement Number of units of Bt com seeds shipped or January 31st each year 
sold and not returned, and the number of beginning in 2004 
such units that were sold to persons who have 
signed grower agreements 

Grower Education Education program completed previous year January 3P1 each year 
and plan for next year beginning in 2004 

Proposed Written description of Compliance Assurance 90 Days of the Date of 
Compliance Plan Program Registration 

' 

Compliance Compliance Assurance Program Activities January 31 51 each year 
Assurance Plan and Results starting in 2004 

Compliance To include annual survey results and plans Preliminary survey 
for the next year report November 15th 

each year and full 
report January 31 51 

each year thereafter 

Insect Resistance Submission of protocol 90 Days of the Date of 
Monitoring Registration 

Insect Resistance Description ofthe program including January 31, 2004 
Monitoring sampling (number of locations and samples 

per locations), sampling methodology, 
bioassay methodology, standardization 
procedures, detection technique and 
sensitivity, and the statistical analysis of the 
probability of detecting resistance. 

Additional reports are due as described in the following table: 

IRM Grower Proposed system to assure growers 90 Days of the Date of 
Agreements sign grower agreements Registration 

~ .. , 
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IRM Affirmation System to assure annual affirmation 90 Days of the Date of 
Plan by growers of their IRM obligations Registration 

Changes to Grower Current grower agreement( s) and any At least 30 days before any 
Agreement and/or specific stewardship documents changes related to IRM are 
IRM documents expected to be imposed. 

Insect Resistance Results of monitoring and April 30th each year 
Monitoring Results investigations of damage reports 

Label: 

You must submit a revised label prior to further consideration of this registration application that 
includes the following statements. 

The f~llowing information regarding commercial production must be included in the Grower 
Guide. 

• 

• 

• 

• 

• 

Growers must plant a structured refuge of at least 20% non-Cry3Bbl Bt com that may be 
treated with insecticides as needed to control com rootworm larvae. Growers will not be 
permitted to apply CR W labeled insecticides to the refuge for control of insect pests while 
adult com rootworm are present unless the Cry3Bbl field is treated in a similar manner. 

Refuge planting options include: refuge acres should be planted as blocks adjacent to MON 
863 com fields or as in-field strips. If row strips within a com field are implemented, then at 
least 6 and preferably 12 consecutive rows should be planted. 

External refuges must be planted adjacent to Cry3Bb1 MON 863 fields . 

When planting the refuge in strips across the field, refuges must be at least 6 rows wide, 
preferably 12 rows wide. 

Insec~icide treatments for control of com rootworm larvae may be applied. Instructions to 
growers will specify that insecticides labeled for control of com rootworm adults cannot be 
applied while adults are present in the refuge unle~s the Cry3Bbl field is treated in a similar 
manner. 

This letter does not mean that EPA agrees to amend the subject product. If Monsanto submits 
the information in writing as described in this letter, however, EPA will be able to continue to 
process the amendment application. 
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Enclosure 

s~~cerely, (2 
y. . . 7 ~-:~J i · "'-cf-~_ 
:Janet L. Andersen, Ph.D, Director 
Biopesticides and Pollution 

Prevention Division (7511 C) 
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MONS_<\NTO ~ 
Dennis P. Ward, Plo.D. 
Regulatory Affairs Mauag~r 
(636) 737-6631 

Document Processing Desk (APPL) 
Office of Pesticide Programs (7504C) 
U.S. Environmental Protection Agency 
Room 266A, Crystal Mall 2 
1921 Jefferson Dav·is Highway 
Arlington, VA 22202-4501 

February 20, 2003 

Attn: Phillip 0. Hutton, Team ~eader 90 

Subj: Amendment to application for registration of Corn Event MON 863 
EPA File Symbol524-LEI 

Dear Mr. Hutton: 

MONSANTO COMPANY 

6oo I)TH STREET, N.W. 

SUITE 660 

WASHINGTON, D.C. 20005 

PHONE (202) 783-2460 

FAX (202) 783-2468 

http:/ /www.monsanto.com 

In support of our application to register Corn Event MON 863 we are submitting a revised data 
matrix, label and Confidential Statement of Formula. Contained within the Data Matrix are 
numerous requests for data waivers. These waiver requests are based primarily on the low 
potential for exposure to Cry3Bb1 protein and the fact that many of microbial pesticide data 
requirements (49 CFR 158.740) are not applicable to a plant-incorporated protectant. 

Enclosed with this submission are the following materials: 
• Application for Pesticide (EPA Form 8570-1) 
• Certification with Respect to Citation of Data (EPA Form 8570-34) 
• Data Matrix (EPA Form 8570-35) 
• Product label (5 copies) 
• Confidential attachment 

Except fc;>r the materials contained in the confidential attachment, Monsanto does not object to 
placement of materials contained in this submission in the Public Docket. 

Should you require any additional information regarding this submission please feel free to 
contact Dr. Russell Schneider in our Washington office (202-383-2866) or me directly (636-737-
6631). 

lJ#~ 
Dennis P. Ward, Ph.D. 

OO-CR-032E-19 · 



Mr. P. Hunon 
2/20/2003 
Page 2 of45 

Att: Administrative materials 

cc: . Mike Mendelsohn, EPA/OPP/BPPD 
Russell Schneider, Monsanto 

OO-CR-032E-19 17 
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Please read instructions on reverse before completing form.' Form Approved. OMB No. 2070-0060. Approval Expires 
2-28-95 

[8] Registration 
OPP Identifier 

&EPA 
United States Number 

Environmental Protection Agency D Amendment 
Washington, DC 20460 D Other 

Application for Pesticide - Section I 
1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification 

File Symbol 524-LEI Phillip 0. Hutton 

Company/Product (Name) PM# [8] None D Restricted 
Com Event MON 863 90 

5. Name and Address of Applicant (Include ZIP Code) 6. Expedited Review. In accordance with FIFRA Section 3(c)(3)(8)(i), my 

Monsanto Company product is similar or identical in composition and labeling to: 

600 13th St., N.W., Suite 660 EPA Reg. No. 

Washington, DC 20005 
Product Name 

D Check if this is a new address 

Section -II 

n Amendment- Explain below. D Final printed labels in response to 
Agency letter dated 

~--~ Resubmission in response to Agency lett~r dated D "Me Too" Application. 

D Notification - Explain below. [8] Other - Explain below. 

Explanation: Use additional page(s) if necessary. (For Section I and Section II.) 

Submission of request for data waivers and revised data matrix, labeling and CSF in support of application to register 
Com Event MON 863 

Section - Ill 
1. Material This Product Will Be Packa_g_ed In: 

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container 

DYes· Dves Dves 
0 Metal 

DNa DNa DNa 
0 Plastic 

0 Glass 
• Certification must If "Yes· No. per If "Yes" No. per 0 Paper 
· ' submitted Unit Packaging wgt. Container Package wgt. Container 

Oother 
(Specify)_ 

3. Location of Net Contents Information 4. Size(s) Retail Container 5. Location of Label Darections 

0 Label 0 Container DOn Label 

D On Labeling accompanying product 

6. Manner in Which Label is Affixed to Product 0 Lithograph 0 Other . 
D Paper glued 

D Stenciled 

Section -IV 
1. Contact Point (Complete items directly below for identification of individual to be contacted, if necessa~ to process this apQ!icatic.r.:J _ 

Name Title I Telephona Nc.. (Include Area Code) 

Russell P. Schneider Regulatory Affairs Director (202) 383-286<'· 
• -~ Certification -~fl. Date Apolir.ati;-

I certify that the statements I have made on this form and all attachments thereto are true, accurate and complete. I Received 
I acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisonment or 
both under applicable law. I (Stampec;) 

2. SigN/(/~/,?.~ 3. Title I 
Regulatory Affairs Manager ! 

4. Typed Name 5. Date 

i 'fi Dennis P. Ward Tel. (636) 737-6631 February 20, 2003 

. . .. 
EPA Form 8570-1 (Rev. 3-94) Prev1ous ed1t1ons are obsolete. Wh1te- EPA F1le Copy (ongmal) Yellow - Applicant Copy 

Monsanto Company OO-CR-032E-19 Page 3 of 45 



-

oEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S. W. 

WASHINGTON, D.C. 20460 
f--

P;,perwnrk Red~.: :<i.m Ac~ Notice: The public reporting burden for this collection of infonnation is estimated to average 1.25 hours per response for 
registration and 0.25 hours per response for reregistration and special review activities, including time for reading the instructions and completing the 
necessary fonns. Send comments regarding burden estimate or any other aspect of this collection of infonnatioh, including suggestions for reducing the 
burden to Director, OPPE lnfonnation Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington DC, 20460. 
Do not send the completed fonn to this address. 

~ Certification with Respect to Citation of Data 
Applicant's/Registrant's Name, Address, and Telephone Number: EPA Registration Number I File Symbol: 

Monsanto Company, 600 13lh Street, N.W., Washington, DC 2005 (202) 383-2866 524-LEI 

Active lngredient(s) and/or representative test compound(s): B.t. Cry3Bb1 and the genetic material Date: 
necessary for its production (vector ZMIRJ3L) in event MON 863 com Februal}' 20, 2003 

General Use Pattern(s) (list all those claimed for this product using 40 CFR Part 158: Product Name: 

Terrestrial field crop Corn Event MON 863 

NOTE: If your product is a 100% repackaging of another purchased EPA-registered product labeled for all the same uses on your label, you do not 
need to submit this form. You must submit the Formulator's Exemption Statement (_EPA Fonn 8570-2Il-

·o I am responding to a Data-Call-in Notice, and have included with this fonn a list of companies sent offers of compensation (the Data Matrix fonn 
should be used for this purpose). 

Section 1: METHOD OF DATA SUPPORT (Check one method only) 

I am using the cite-all method of support, and have included with I am using the selective method of support (or cite-all option under 

D this fonn a list of companies set offers of compensation (the Data [g) the selective method), and have included with this fonn a 
Matrix Fonn should be used for this purpose). completed list of data requirements (the Data Matrix fonn must be 

used). 

Section II: GENERAL OFFER TO PAY 

D 
[Required if using the cite-all method or when using the cite-all option under the selective method to satisfy one or more data requirements) 

I hereby offer and agree to pay compensation, to other persons, with reqard to the approval of this application, to the extent required by FIFRA. 

Section Ill: CERTIFICATION 
I certify that this application for registration, this form for reregistration, or this Data-Call-In response is supported by ·all data submitted or cited in 

the application for registration, the fonn for registration, or the Data-Call-In response. In addition, if the cite-all option or cite-all option under the selective 
method is indicated in Section 1, this application is supported by all data in the Agency's files that (1) concern the properties or effects of this product or 
an identical or substantially similar product, one or more of the ingredients in this product; and (2) is a type of data that would be required to be submitted 
under the data requirements in effect on the date of approval of this application if the application sought the initial registration of a product of identical or 
similar composition and uses. 

I certify that for each exclusive use study cited in support of this registration or reregistration, that I am the original data submitter or that I have 
obtained the written permission of the original data submitter to cite that study. 

I certify that for each study cited in support of this registration or reregistration that is not an exclusive use study, either: ·(a) I am the original data 
submitter; (b) I have obtained the permission of the original data submitter to use the study in support of this application; (c) all periods of eligibility for 
compensation have expired for the study; (d) the study is in the public literature; (e) I have notified in writing the company that submitted the study and 
have offered (i) to pay compensation to the extent required by sections 3(c)(1)(F) and/or 3(c)(2)(8) of FIFRA; and (ii) to commence negotiations to 
detennine the amount and terms of compensation, if any, to be paid for the use of the study. 

I certify that in all instances where an offer of compensation is required, copies of all offers to pay compensation and evidence of their delivery in 
accordance with sections 3(c)(1)(F) and/or 3(c)(2)(8) of FIFRA are available and will be submitted to the Agency upon request. Should I fail to produce 
such evidence to the Agency upon request, I understand that the Agency may initiate action to deny, cancel or suspend the registration of my product in 
conformity with FIFRA. .... :' 

I certify that the statements I have made on this form and all attachments to it are true, accurate, and complete. I acknowledge that any 
knowingly false of misleading statement may be punishable by fine or imprisonment of both under the applicable law. 

S;gMI;o d/~k_ Date Typed or Printed Name and Title 

February 20, 2003 Dennis P. Ward, Regulatory Affairs 

Manager 

EPA Fonn 8570-34 (9-97) Electromc and Paper Vers1ons available. Subm1t only Paper vers1on. 

Monsanto Company OO-CR-032E-19 Page 4 of 45 
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: faperwa~~ Re1uction Act Notice: The public; reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 

tesponse •. fof (~·,egistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
ether aspe~t of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 

" ao1 M St~~et, S.W., Washington 1 DC 20460. Do not send the form to this address. . 
.. .. DATA MATRIX -

Date: Fe.h.rt!ary 20, 2003 EPA. Reg. No./File Symbol: 524-LEI 1 Page I of 14 

Applicarit's/Oe:JISirant's Name & Address: 

Monsanto Company, 600 13th Street, N.W., Suite 660, Washington, D.C. 20005 ·Product: Corn Event MON 863 

Ingredient Bacillus 11111ringiensis Cry3Bb I and the genetic material necessar for its production (vector ZM IR 13L) in event MON 863 corn 

Guideline Reference Nuinber Guideline Study Name MAID Number Submitter Status Note 

Administrative Materials for Amendment of Application 
151-20. 151-21. 151-25 to Registrater of a Bacillus tl111ringien.l"i.l" Cry31lb I Protein 
885.1100 and the Genetic Material (Vector ZMIIU3L) Necessary 
885.1200 for its Production in Corn Event MON 863; EPA File Dated 
885.1500 Symbol LEI-524. 455770-00 Monsanto Company OWN January 8. 2002 

151-20. 153-4 llolleschak, G .• R.E. Hileman and J.D. Astwood (2001 ). 
885.1100 lmmuno-detectability of NIYflll'rotein in the Grain of 
885.2200 Insect Protected Corn Event MON 863 After Heat Dated 

Treatment. MSL-17300. 455382-09 Monsanto Company OWN November 5, 200 I 

151-20, 151-21, 151·22, 151-26 
885.1100 Cavato, T.A., E.C. Rigden, D.W. Mittanck and R.P. 
885.1200 Lirette (200 I). Amended Report for MSL-16505: 
885.1300 Molecular Analysis of Com Event MON 863. MSL- Dated 
885.2100 17152. 454240-02 Monsanto Company OWN May 21,2001 

llolleschak, G., R.E. Hileman and J.D. Astwood (2001). 
151-20, 153-4 Amended Report for MSL-16597: lmmunodctectability 
885.1100 ofCry3Ubl.ll098 and Cry3Bbl.ll231 Proteins in the 
885.2200 Grain of Insect Protected Corn Events MON 863 and Dated 

MON 853 After Heat Treatment. MSL-17223. 454240-07 Monsanto Company OWN May 21,2001 

151-23, 151-25. 153-4, 151-26, Dudin, Y.A., B-P. Tonnu, L.D. Albee and R.P. Lirette 
885.1400,885.1500 (200 I). Amended Report for MSL-16559: 8.1. 
885.2200 Cry3Bb 1.11098 and NIYfll Protein Levels in Sample 
885.2400 Tissue Collected from Com Event MON 863 Grown in Dated 
885.2500 1999 Field Trials. MSL-171811. 454240-01 Monsanto Company OWN May 21,2001 

Signotu"P /u{. Name and Title Date 

. ~/.t,c Dennis P. Ward, Ph.D. February 20, 2003 

Regulatory Affairs Mgr. 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 

~ Monsanto Company OO-CR-032E-19 Page 5 of 45 
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Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
. . . 401 M Street, S.W • 

- Washington, D.C. 20460 
paperwork ·~'l'r1uclion Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
i'esponse for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions tor reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Stiee!, S W., Washington DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: F.!~r~arj 20, 2003 EPA Reg. No./File Symbol: 524-LEI I Page 2 of 14 

Applicanl's/Regislranl's Name & Address: ,. 
Monsanto Comgany, 600 13'h Streel, N.W., Suite 660, Washington, D.C. 20005 Product: Corn Event MON 863 

Ingredient Bacillui tlwrin icnsis Cry3Bb I and the genetic material necessary for its production (vector ZMIR 13L) in event MON 863 corn 

Guideline Reference Number Guideline Study Name MAID Number Submitter Status Note 
Administrative Materials in Support of the Registration of 

151-26 
Bacillus tlruringimsis Cry3Bb Protein and the Genetic 
Material (Vector ZM IR 13L) Necessary for its Production 

885.2100 in Com: and Amendment of the Previous Request for 
Dated Exemption from the Requirement of a Tolerance, 

451568-00 Monsanto Company_ OWN June 20, 2000 I>O"fr." 000 

Petition from the Requirement of a Tolerance for /Jarillus 

151-26 . 
tlwringimsi.1· Cry I. Cry2. and Cry3 Classes of Proteins 

885.2100 
and the Genetic Material Necessary for the Production of .. 
1l1esc Proteins In or On All Raw Agricultural 

Dated 
Commodities When used as Plant-Pesticide Active 

PI' 7F4888 Monsanto Company OWN June 24, I 997 .......... , ' 
l'ilacinski, W. P. and M. W. Taylor (1999). 

151-26 
Administrative Materials in Support of the Registration of 

885.iiOO 
the Plant-Expressed Protectant Baril/u.r tlwringie11Ji.1· 
Corn Root worm Control Protein. as Produced in the Corn 
(Zl·amays, L.). and the Amendment to the Previous 

Dated 

o ~· .. , r .. c ............. : ... r .. ,. '"' 11 ...... : ....... .,, • r .. 449043-00 Monsanto Company OWN August 19, 1999 

151-26 
885.2100 Hileman. R.E. and J.D. Astwood (2001 ). Additional 

Characteri7.ation of the Cry3Bbl Protein Produced in Dated 
Com Event MON 863. MSL-17137. 454240-10 Monsanto Company OWN May21,2001 

llwma. R.S., G. Holleschak, K.E. Hileman and J.D. 

151-26 
Astwocxl (2001 ). Primary Structural Protein 
Characterization of Com Event MON 863 

885.2100 Cry3Bbi.II098 l'rotein Using N-tenninal Sequencing 
Dated 

and MALDI Time of Flight Mass Spectrometric 
454240-11 Monsanto Company OWN May21, 2001 _T,. ,,,.., L1~· 

Signature Name and Title Date 

Dennis P. Ward, Ph·.D. February 20, 2003 

Regulatory Affairs Mgr. 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 

Monsanto Company OO-CR-032E-19 . Page 6 of 45 
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ft · · Form Approved OMB No. 2070-0060 

· oE PA uNITED sTATEs ENVIRoNMENTAL PROTEcTioN AGENcv 
• • ~ ... · 401 M Street, S. W . 

t;,....----..·,..,_ · Washington, D.C. 20460 
'~aperwo!k ~~-~~uction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
Zesponse for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. S~nd comments regarding the burden estimate or any 
ether aspe~t of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Stl'e'at. S. W., Washington, DC 20460. Do not send the form to this address. 

• ... DATA MATRIX 

Date: F~~~~,;ry 20, 2003 EPA Reg. No./File Symbol: 524-LEI I Page 3 of t4 I 

Applicant's/Registrant's Name & Address: 

Monsanto Cornpany,_600 13'" Street, N.W., Suite 660. Washington, D.C. 20005 Product: Corn Event MON 863 

Ingredient Bacillus thurin iensis Cry3Bb I and the genetic material necessary for its production (vector ZMIR 13L) in event MON 863 corn 

Guideline Reference Number Guideline Study Name MAID Number Submitter Status Note 

IIi Ieman, R.E., G. Holleschak, L.A. Turner. R.S. ll10ma. 
151-26 C.H. Brown and J.D. Astwood (2001 ). Characterization 
885.2100 and E<Juivalence of the Cry3Bbl Protein Produced by£. 

wli Fermentation and Corn Event MON 863. MSL- Dated 
17274. 455382-0 I Monsanto Company OWN November 5, 2001 

151-25 
885.2300 D. Kol)'lyck, 13-P. Tonnu, Y. A. Dudin, T. Ploesser and K. 

151-27 
885.2400 

Gustafson (2001 ). Validated Method for Extraction and Dated 
Direct ELISA Analysis of Cry3Bbl in Com Grain. 453731-01 Monsanto Company OWN April 7, 200t 

Samples will be submiucd as part of the independent 
laboratory method validation work that is ongoing. 

Dudin, Y.A., 13-P. Tonnu, L.D. Albee and R.P. Lirel!e 
153-4 (2001). Amended Report for MSL-16559: 8.1. 
885.2500 Cry3Bbl.ll098 and NPTIJ Protein Levels in Sample 

Tissue Collected from Com Event MON 863 Grown in .. Dated 
1999 Field Trials. MSL-171811. 454240-01 Monsanto Company OWN May 2 I. 2001 

Astwood, J.D., R.E. Hileman, M.J. McKee, T.J. Rydel, 
152-30 J.W. Seale and L. English (2001). Safety Assessment of 
885.3050 Cry31lbl Variants in Com Hootworm Protected Com. 

MSL-17225. A pathogenicity determination is not Dated 
a_QJ!licahlc since Cry)Bhl is not a living_ organism. 454240-09 Monsanto Company OWN May 21, 2001 

Signature Name and Title Date ! 

Dennis P. Ward, Ph.D. February 20, 2003 I 

L_____ _ Regulatory Affairs Mgr. 
EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 

Monsanto Company OO-CR-032E-l9 Page 7 of 45 
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:oEPA 
Form Approved OMB No. 2070·0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
... ....... 401. M Street, S.W . . 

Washington, D.C. 20460 
fapei'Wb,rk k<Ji1uctlon Act Notice: The public reporting burden lor this collection of information is estimated to average 0.25 hours per response lor registration activities and 0.25 hours per 
:esponse lpr reregistration and special review activities, including tirne lor reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 

I" other aspect of this collection of information, including suggestions lor reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Stie'et, S W., Washinqton DC 20460. Do not send the form to this address. 

DATA MATRIX ---
Date: February_ 20, 2003 EPA Reg. No./File Symbol: 524-LEI I Page 4 of 14 

Applicant's/Registrant's Name & Address: 

Monsanto Company.-:600 13th Street, N.W., Suite 660, Washington, D.C. 20005 Product: Corn Event MON 863 

Ingredient Bacillus tl11~rin iensis Cry3Bb I and the genetic material necessary_ for itsproduction (vector ZM IR 13L) in event MON 863 corn 

Guideline Reference Number Guideline Study Name MAID Number · Submiller Status Note 

Bonnelle, K.L. and P.D. Pyla (200 I). An A cure Oral 
152-30 Toxicily Srudy in Mice wilh E. ro/i·Produced 
885.3050 Cry3Bbi.II098(Q349R) Prorein. Amended Final Reporl. 
885.4150 MSL-17382. A palhogeniciry delerminalion is nol Dared 

apJ!Iicable since Cry3Bbl is nola living organism. 455382-02 Monsanro Company OWN November 5, 2001 

Leach, J.N., R.E. Hileman and J.D. As! wood (200t ). 

152-30 
Asscssmenl of !he i11 vitro Digcslibilily of Cry3Bb I 
Prorein Purified from Com Even! MON 863 and 

885.3050 Cry3Bbl Prolcin Purified from E. roli. MSL-17292. A 
Dared 

parhogenicily delerminarion is nol applicable since 
455382-03 Monsanro Company OWN November 5, 2001 r- .. ~ll' : ....... ,; .. ; .. , ........ ": .......... 

Hileman, R.E .. J.N. Leach and J.D. Aslwood (2001 ). 
152-30 Assessmcnl of lhe ;, ••itro Digeslibiliry of 

I 885.3050 Cry3bllbi.II098(Q3491() l'rolcin in Simulalcd lnlesrinal 
Fluid. MSL-17530. A palhogenicily dclerminalion is nol Dared 
applicable since Cry3Bbl is nola living organism. 455770-02 Monsanlo Company OWN January 8, 2002 

152-31 I 

152-34 
152-35 Nor applicable since Cry3Bbl is a planl-incurporaled 

885.3100 acli vc ingredicnl. is prescnl a! low levels. and !here is 
lillie opponuniry for dermal or ocular curuacl. 

Nor applicable since Cry3Bb I is a planl-incorporaled 
152·32 aclivc ingrcdienl, is prescnl allow levels. and !here is 
885.3150 lillie opporrunily for human inhalarion exposure. A 

parhogcniciry delerrninalion is nol applicable since 
Cry31lhl is nola living organism. 

Signature Name and Title Date 

Dennis P. Ward, Ph.D. February 20, 2003 

Regulatory Affairs Mgr. 
------

EPA Form 8570·35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agen~y Internal Use Copy 

Monsanto Company OO-CR-032E-19 Page 8 of 45 
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Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY . 401 M Street, S.W, y • .. ' . .. •' 
Washinaton, D.C. 20460 

~-

Papervr~rk'fl~Juctlon Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
jesponse for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
bther aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Sro&e~t, &.W., Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX .. 
I Page 5 of 14 Date: Feoniary 20. 2003 EPA Reg. No./File Symbol: 524-LEI 

Applicant's/Registrant's Name & Address: 
.. 

Monsanto Company,.()OO 13'h Street, N.W., Suite 660, Washington, D.C. 20005 Product: Corn Event MON 863 

Ingredient Bacillus tlwri11 ie11sis Cry3Bb I and the genetic material necessary for its production (vector ZMIR 13L) in event MON 863 corn 

Guideline Reference Number Guideline Study Name MAID Number Submitter Status Note I 

152-33 
885.3200 

Not applicable since Cry3flbl protein is neither infective 
nor pathogenic. 

Hileman, R.E., E.A. Rice. R.E. Goodman and J.D. 

151-36 Astwood (2001 ). Bioinfonnatics Evaluation of the 

885.2200 Cry31lbl Protein Produced in Corn Event MON 863 
Utilizing Allergen. Toxin and Public Domain Protein Dated 
Databases. MSL-17140. 454240-08 Monsanto Company OWN May21,2001 

152.36 
There is no clear published evidence that has 152-37 

152-38 demonstrated clinical allergic reactions to Bt crystal 

885.3400 proteins. Monitoring for hypersensitivity incidents can 
be implemented after registration is granted. 

152-3? 
885.3500 

Not applicable since Cry3flbl is not a living organism. 

Gallagher, S.P .. J. Grimes and J.B. Beavers (1??9). 
15-1-16 /Jari/lus tlluringimJi.r Protein 11231 in Com Grain: A 
885.-1050 Dietary Toxicity Study with the Northem Bobwhite. 

MSL-16161. A pathogenicity determination is not Dated 
arrlicahle since Cry3flhl is not a livin)l organism. 449043-15 Monsanto Company OWN August 19, 1999 

Signature Name and Title Date 

Dennis P. Ward, Ph.D. February 20, 2003 

Regulatory Affairs Mgr. 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 

Monsanto Company OO-CR-032E-19 Page 9 of 45 
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Form Approved OMB No. 2070-0060 

:oE·PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
.. . ... .. "'' 401 M Street, S.W . . , . 

---- Washington, D.C. 20460 
fape~~rk'Ff.~duction Act Notice: The public reporting burden lor this collection of information is estimated to average 0.25 hours per response lor registration activities and 0.25 hours per 
..-esponse lor reregistration and special review activities, including time lor reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
"bther aspect of this collection of information, including suggestions lor reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M ~rr~~at s·.w. WashinQton DC 20460. Do not send the form to this address. . N 0 

DATA MATRIX .. 
I Page 6 of t4 

. '· 

Date: Fe'bruarv 20, 2003 EPA Reg. No./File Symbol: 524-LEI 
Applicanl's/Registrant's Name & Address: 

Monsanto Companv.-600 13"' Street, N.W., Suite 660, Washington, D.C. 20005 Product: Corn Event MON 863 

Ingredient Bacillus tlwrin iensis Cry3Bbl and the genetic material necessary for its production (vector ZMIR 13L) in event MON 863 corn 

Guideline Reference Number Guideline Study Name MAID Number Submitter Status Note 

154-17 
885.4100 

A pathogenicity determination is not applicable since 
Cry31lbl is not a living organism. 

Not applicable since there is no reason to suspect that 

154-18 wild mammals would be any more sensitive to Cry31lbl 

885.4150 than laboratory mammals. Mammals do not possess Cry 
protein receptors. A pathogenicity determination is not 
aoolicable since Crv31lbl is not a living organism. 

Li, M.H. and E.H. Robinson (1999). Evaluation of Insect 
154-19 Protected Com Lines MON 853 and MON 859 as a Feed 
885.4200 Ingredient for Catfish. MSL-16164. A pathogenicity 

determination is not applicable since Cry31lbl is not a Dated 
Jiving orl(anism. 449043-19 Monsanto Company OWN August 19, 1999 

154.19 
885.2600 McKee, M.J. (2001) Bluegill Dietary Toxicity Study for 

the Bacillus tlwringiensis Cry31lbl Protein Variant: A Dated 
Waiver Rcauest. MSL-17383. 455382-00 Monsanto Comoanv OWN November 5. 2001 

Drottar, K.R. and H.O. Krueger (1999). Barillus 

154-20 
thuringimsis l'rotein 11098 in Com Pollen: 48-lfour 
Static Renewal Acute Toxicity Test with the Cladoccran 

885.4240 
(Daphnia magna). MSL-1 5988. A pathogenicity 

Dated determination is not applicable since CryJBbl is not a 
449043-18 Monsanto Company OWN August 19. 1999 , .. : 

-~ 

Signature Name and Title Date 

Dennis P. Ward, Ph.D. February 20, 2003 

Regulatory Affairs Mgr. 
- - -- - ~ 

~ EPA Form 8570·35 (9·97) Electronic and Paper versions available. Submit only Paper vers1on. 

·\J\ Monsanto Company OO-CR-032E-19 

Agency Internal Use Copy 
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Form Approved OMB No. 2070-0060 . SE·PA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
• .. . · 401 M Street, S. W . 
t-:.---.··- Washington, D.C. 20460 ._..:..,_ _____________ _ 
'"Paperv:ork'~E:ductlon Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
~esponse for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
'tither aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Sto'E:oet, f::..W., Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: Feoruitry 20, 2003 EPA Reg. No./File Symbol: 524-LEI I Page 7 of 14 
1 

Applicant's/Registrant's Name & Address: I 

Monsanto Company,:600 13th Street, N.W., Suite 660, Washington, D.C. 20005 Product: Corn Event MON 863 

Ingredient Bacillus tlwrin iensis Cry3Bb I and the genetic material necessary for its production (vector ZMIR 13L) in event MON 863 corn 

Guideline Reference Number Guideline Study Name MAID Number Submitter Status Note 

Results of acute toxicity tests with Daphnia and catfish 
154-21 did not produce any evidence of adverse effects. Testing 
885.4280 with estuarine and marine species is not warranted 

because of very low to no potential for exposure to the 
Cry3 protein from field corn. A pathogenicity 
determinat.ion is not applicable since cry3Bbl is not a 
living organism. 

154-22 Cry3Bbl is an insect toxin and Cry proteins have never 
885.4300 been shown to cause toxicity in aquatic and terrestrial 

plants. lne risk of outcrossing to weedy wild relatives is 
virtually nonexistent. 

Palmer, S.J. and H.O. Krueger (1999). Bacillus 
154-23 lilllringiensi.r Protein 11231: Dietary Toxicity Study with 
885.4340 the Ladybird Beetle (llljJpodamia convugens). MSL-

16166. A pathogenicity determination is not applicable Dated 
since Cry3Bbl is not a living organism. 449043-14 Monsanto Company OWN August 19, 1999 

Hoxter, K.A., S.J. Palmer and H.O. Krueger ( 1999). 
154-23 Bacillus lllllringimsis Protein 11231: An Acute Toxicity 
885.4340 Study with Earthworm in an Artificial Soil Substrate. 

MSL-t6162. A pathogenicity determination is not Dated 
applicable since Cry3Bb I is not a living organism. 449043-16 Monsanto Company OWN August 19, 1999 

Signature Name and Title Date 
Dennis P. Ward, Ph.D. February 20, 2003 
Regulatory Affairs Mgr. __ ____j _____________ ___j 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 

Monsanto Company OO-CR-032E-19 Page II of 45 
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.. Washington, D.C. 20460 
: 1- Paperw_o,·l; ~e~ucllon Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 

~sponse..for nregistration and special review activities, Including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
, ~Other aspe('t of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 

401 M Str~e~.W., Washinqton, DC 20460. Do not send the form to this address. 
- '· DATA MATRIX 

Date: Pi!hfL1ary 20, 2003 EPA Reg. No./File Symbol: 524-LEI l Pa~e 8 of 14 
Applicant's/Registrant's Name & Address: 0 

Monsanto Company, J.iOO 13'" Street, N.W., Suite 660, Washington, D.C. 20005 Product: Corn Event MON 863 

Ingredient Baciflus't!wrin iensis Cry3Bb I and the genetic material necessary for its production (vector ZMIR 13L) in event MON 863 corn 

Guideline Reference Number Guideline Study Name MAID Number Submitter Status Note 

Teixeira, D. ( 1999). Assessment of Chronic Toxicity of 
154-23 Com Tissue Containing the 8ari1111s tllllri11gie11.1'is 
885.4340 Protein 11098 to Collembola (Fol.wmia m11dida). MSL-

15988. A pathogenicity determination is not applicable Dated 
since Cry3Bbl is not a living organism. 449043-17 Monsanto Company OWN August 19, 1999 

Palmer, S.J. and H.O. Krueger (19'19). /Jal'i/111.\' 
154-23 tlwri11gimsiJ· Protein 1123 I: A Dietary Study.with Green 
885.4340 Lacewing Larvae (Chrympula ramea). MSL-16165. A 

pathogenicity determination is not applicable since Dated 
Cry3Bbl is not a living organism. 449043-12 Monsanto Company OWN August 19, 1999 

Palmer, S.J. and H.O. Krueger (1999). /Jari/111.1' 
154-23 tl111ri11gien.\·is Protein It 23 I: A Dietary Study with the 
885.4340 Parasitic Hymenoptera (Na.wmia 1'itripe1111is). MSL-

1616. A pathogenicity determination is not applicable Dated 
since Cry3Bbl is not a living organism. 449043-13 Monsanto Company OWN August 19, 1999 

Head, G. (200 I). Research on the Effects of Corn 
154-23 Root worm Protected Transgenic Com Events on 
885.4340 Nontarget Organisms: Preliminary Report. A 

pathogenicity determination is not applicable since Dated 
C_ry3Bbl is not a living organism. 453484-02 Monsanto Company OWN February 20, 2001 

Duan, J.J., G. Head, M. McKee and T.E. Nickson (2001 ). 

154-23 
Dietary Effects of Transgenic /Jarill11s th11ri11gie11sis (Bt) 
Com Pollen Expressing a Variant ofCry31lbl Protein on 

885..1340 Adults of the Ladybird Beetle. Col~tmt~.~illa lllflt'llla/il. 
MSL-16936. A pathogenicity determination is nut Dated 

'• I I ' (",,,II ' ',• , , ,. ' 453613-01 Monsanto Company OWN March 20, 200 I 

Signature Name and Title Date 

Dennis P. Ward, Ph.D. February 20, 2003 
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EPA Form 8570·35 (9·97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 

'.J' \ Monsanto Company OO-CR-032E-19 Page 12 of 45 

~ 



... 
• ... 
•• • • ••• . . 

~·oEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
Form Approved OMB No. 2070·0060 I 

401 M Street~ S.W •. • . . 
... . .. 

Washington, D.C. 20460 
• Paperwo;" ~e~uction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 

wsponse.!or r~r3gistration and special review activities,. including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 

I 

, .Other aspert of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M SirE~.'~~ W., Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: f-~hf'l"lry 20, 2003 EPA Reg. No./File Symbol: 524-LEI I Page 9 of 14 1 

Applicant's/Regislrant's Name & Address: I 
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Guideline Reference Number Guideline Study Name MAID Number Submitter Status Note 
Bryan. R.L.. J.R. Porch and H.O. Krueger (2001 ). 

154·23 
Die1ary Effecls of Transgenic BT Corn Pollen Expressing 
a Varian! ofCry3Bbl Protein on !he L.1dybinl Bcelle, 

885.4340 1/ippodamia rotll'eTSt!ll.l'. MSL-17171. A pathogenicity I 

determination is no! applicable since Cry3Bbl is no! a Dated 
t: •. · ... ., ........... : 453613-02 Monsanto Company OWN March 20, 2001 
Bhaui. M.A .. C.L. Pilcher, M.J. McKee. T.E. Nickson. 

154-23 
G.P. Head and C. D. Pilcher (2001 ). Field Evaluation for 
the Ecological Impact of Com Rootwonn lnsecl-Protccled 

885.4340 Com on Non-Target Organisms. MSL-17179. A 
pathogenicity determination is no! applicable since Dated 
r .... 'lO I; .... ,., t: .: .................... : ...... ~ 455382-06 Monsanto Company OWN November 5, 2001 
Duan. J.J .. M.J. McKee and T.E. Nickson (2001 ). 

154·23 
Dietary EffeclS of Transgenic 8arill11s tlwrillgiell.l'i.r (Bl) 
Corn Pollen Expressing a Varian! of Cry3Bb I Protein on 

885.4340 L.1rvac of !he Ladybird Beelle, Coleonwgilla mru·11la1a. 
Dated MSL-16907. A pathogenicity determination is no! 

455382-04 Monsanto Company OWN November 5. 200 I .... : ..... "'' : ..... r .... ,nh• · .......... t: .. : ..................... · ........ 
Scars, M. and M. Mauila (2002). Dctcnninalion of !he 

154·23 
Toxicity of Corn Pollen Expressing a Cry3Bb I Varian! 

I 
Protein 10 Firs! lnslar f,.fonarch Bullerfly Larvae (IJaml.l' 

885.4340 plexippu.l') ••ia l-1hora1ory Bioassay. MSL-17235. A 
pathogenicity tlclcrminalion is nol applicable since Dated 

r~ .... ., r h :~ "' , t: .. : ..................... : ...... 455382-05 Monsanto Company OWN November 5. 2001 

154·23 llead, G .. M. Plcau, S. Sivausupramanian and T. Vaughn 
885.4).10 (2001 ). Insecticidal Spectrum of Activity for Cry3llh 

l'rolcin in •·itm. C3NTO. A palhogcnicity dclcrrnination Dated 
is no! applicahlc since CryJIIhl is no! a Ji,·ing organism. 455382·07 Monsanto Company OWN November 5, 2001 

Signalurc Name and Title Date 

Dennis P. Ward, Ph.D. February 20, 2003 
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__ ___.___ Regula_!Qr'y Affairs Mgr. 
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DATA MATRIX 

Date: Fe"Jrt•::>ry 20, 2003 EPA Reg. No./File Symbol: 524-LEI I Paget0oft4 
Applicant's/Registrant's Name & Address: 

Monsanto Company,.:600 13
111 

Street, N.W., Suite 660, Washington, D.C. 20005 Product: Corn Event MON 863 

Ingredient Bacillus tlwrin iensis Cry3Bb I and thegenetic material necessary for its production (vector ZM IR I 3L) in event MON 863 corn 

Guideline Reference Number Guideline StudyName MAID Number Submitter Status Note 

Duan, J.J., M. J. McKee, G. Head and C.R. Drown 
154-23 (2002). Endangered Species Impact Assessment for 
885.4340 Cry3Dbl Protein in Transgenic Corn Event MON 863. 

MSL-17614. A pathogenicity determination is not Dated 
applicable since Cry3Bbt is not a living organism. 455770-03 Monsanto Company OWN January 8, 2002 

Head, G. (2002). Research on the Effects of Com 
154-23 Root worm Protected Transgenic Com Events on 
885.4340 Nontarget Organisms: Preliminary Results. A 

pathogenicity determination is not applicable since Dated 
Cry31Jbl is not a living organism. 456530-03 Monsanto Company OWN April 9, 2002 
Bhatti, M.A., J.D. Duan, C. L. Pilcher, C. D. Pilcher, M. 

154-23 
J. McKee, T. E. Nickson, G. P. Head and C. Jiang (2002). 

885.4340 
Ecological Assessment of Nontarget Organisms in the 

Dated Plots of Corn Rootworrn Insect Protected Corn Hybrid 
September I 0, Containing MON 863 Event: 2000- 2001 field Trials. 

D "'" -.~t"l 1"'7(1 I ............ : ... : ............. : ....... : ... · .. Monsanto Company OWN 2002 

Sinderrnann, A. D .. J. R. Porch and II. 0. Krueger (2002). 
154-23 Evaluation of a Cry3Bbl Protein Variant in an Acute 
885.4340 Toxicity Study with the Earthworm in an Artificial Soil Dated 

Substrate. MSL-18137. A pathogenicity determination September I 0, 
is not applicable since Cry31Jbl is not a living organism. Monsanto Company OWN 2002 

154·24 Maggi, V.L. (1999). Evaluation of the Dietary Effects of 
885.4380 Purified Bari/lu.r tl111rin,~i~n.1i.r Pr01cin 11231 on Honey 

Bee Larvae. MSL-161 M!. A pathogenicity determination Dated 
is not<~pplicable since Cry3llbl is not a living organism. 449043-10 Monsanto Company. OWN August 19, 1999 

Signature Name and Title 
.. 

Date 

Dennis P. Ward, Ph.D. February 20, 2003 

Regulatory Affairs Mgr. 
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Monsanto Company,:600 13"' Street, N.W., Suite 660, Washington, D.C. 20005 Product: Corn Event MON 863 

Ingredient Bacillt;s tlwrin iensis Cry3Bb I and the genetic material necessary for its production (vector ZMIR 13L) in event MON 863 corn 

Guideline Reference Number Guideline Study Name MAID Number Submitter Status Note 

Maggi, V.L. ( 1999). Evaluation of the Dietary Effect(s) 
154-24 of Purifiell Baril/ us thuringiensi.1· Protein 11231 on Adult 
885.4380 Honey Bees (Api.l' mellifera L.). MSL-16169. A 

pathogenicity determination is not applicahle since Dated 
Cry3Bbl is not a livinl( orl(anism. 449043-11 Monsanto Company OWN August 19, 1999 

Martin, J.W., M.J. McKee. S. Dubelrnan and Y.A. Dudin 
(2000). Aerobic Soil Degr~dation of the IJ.t. Protein 

885.5200 II 098 as a Component of Insect Protected Corn. MSL-
16440; an unpublished study conducted by Monsanto Dated 
Company. 451568-04 Monsanto Comp;1ny OWN June 20, 2000 

Dubelman, S., B. Ayden, M. Mueth, J. A. Warren, C. 
Jiang, J. Bookout and Y. Dudin (2002). Aerobic Soil 

885.5200 Degradation of the /Jacillus tlwringiensi.1· Cry3Bh I Dated 
Variant Protein Produced in Corn Rootwonn Protected September I 0, 
Corn Event MON 863. MSL-17102. Monsanto Company OWN 2002 

Miller, D. (2000). Public Interest Document Supporting 
the Registration and Exemption from the Requirement of 
a Tolerance for the Plant-Incorporated Protectant, 

I Bacillus tlwringienl'i.1· Cry3Bb Protein, and the Genetic 
Dated 

Material Necessary for its Production in Corn (Vectors 
450297-01 Monsanto Company OWN January 13,2000 1 7,410 ,., 7"AIO l1f ..... 7_ ... CIO I AI\ 

I 

Vaughn, T. (200 I). Preliminary Results of Research on 
Insect Resist.ance Management for a Transgenic Corn Dated 
Root worm Control Product. 453484-01 Monsanto Company OWN February 20, 200 I 

Signature Name and Title Date 

Dennis P. Ward, Ph.D. February 20, 2003 

Regulatory Affairs Mgr. 
- --
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Monsanto Company.~600 13tl' Street, N.W., Suite 660, Washington, D.C. 20005 Product: Corn Event MON 863 

Ingredient Bacillus tlwrin iensis Cry3Bb I and the genetic material necessary for its production (vector ZMIR 13L) in event MON 863 corn 

Guideline Reference Number Guideline Study Name MAID Number Submitter Status Note 

Pilcher, C. D .. J.K. McFerson and D.P. Ward (2001 ). 
Agronomic Equivalency of Com Event MON 863 Dated 
Hybrids as Determined in Year 2000 Field Trials. 453484-03 Monsanto Company OWN February 20. 200 I 

Pilcher, C. D. (2001 ). Efficacy of MON 863 Against 
Com Rootworm and Comparison to Insecticide Dated 
Treatments- Results of Year 2000 Field Trials. 453613-03 Monsanto Company OWN March 20, 2001 

Administrative Materials in Support of the Application 
for Registration of Event MON 863: Corn Rootworm 
Protected Cum (Vector ZMIR 13L); EPA File Symbol Dated 
524-LEI 454240-00 Monsanto Company OWN May 21.2001 

Administrative Materials in Support of the Application 
for Registration of Event MON 863: Corn Rootwonn 
Protected Com (Vector ZMIR 13L): EPA f-ile Symbol Dated 
524-LEI 455382-00 Monsanto Company OWN November 5, 2001 
Vaughn. T.T., M. Pleau, R. Knutson and T. Coombe 
(2001 ). Comparing the Efficacy of MON 853 and MON 
863 to lluee Corn l~ootwonn Species, Northern Corn 
Root worm (Diabrotira barbui). Southern Corn 

Dated Rootwum1 (0. unduimpunctal<l hmmrdi), and Western 
r• 0 .. . .. •n .· •. :r .. :r- . t.c·r,··uvr• 455382-08 Monsanto Company OWN November 5. 2001 

Signalure Name and Title Date 

Dennis P. Ward, Ph.D. February 20, 2003 

Regulatory Affairs Mgr. 
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11 

Street, N.W., Suite 660, Washington, D.C. 20005 Product: Corn Event MON 863 

Ingredient Bacillus tl111rin iensis Cry3Bb I and the genetic material necessary for its production (vector ZMIR 13L) in event MON 863 corn 

Guideline Reference Number Guideline Stucly_ Name MAID Number . Submitter Status Note 

Vaughn, T .• D. Ward, J. Pershing, G. Head and J. 
Mcf'erson (2001 ). An Interim Insect Resistance 
Management Plan for Com Even I I\·! ON RliJ: A 
Transgenic Com Root worm Corllrol l'roducl. MSL· Dated 
17556. 455770-01 Monsanto ConJQ.1ny _ OWN January 8, 2002 j 

Ward, D. 1'. (2002). Public Interest Assessment 

I 
Supporting Registration of /Jarillu.\· rllllrin~;ien.l'i.l' 
Cry3Bbl Protein and the Genetic Material (Vector 
ZM IR 13L) Necessary for iiS Production in Corn Even I Dated 
MON 863. MSL-17766. 456530 .. 01 Monsanto Company OWN April9, 2002 I 

I 

Mitchell. P. D. (2002). Yield Benefit cif Corn Event Dated 
MON 863. MSL-17782. 456530-02 Monsanto Company OWN April 9, 2002 

Alston, J. M., J. Hyde and M. C. Marra (2002). An Ex 
Ante Analysis of the Bene filS from I he Adoption of 
Monsanto's Com Root worm Resistant Varietal 

Dated ® 
Technology- Yield Root worm. MSL-17993. 456923-01 Monsanto Company OWN June I 0, 2002 

Slone, T. ( 1993). Administrative Materials in Support of 
151.20 the Exemption from the Requirement of a Tolrrancc for Dated 

Neomycin Phosphulzansfcrasc II as a l'lanl l'csticidc November 23. 
Formulation Inert lnczrdirnl. 113·1 J2E 430547-00 Monsanto Company OWN 1993 

Signature Name and Title Date 

Dennis P. Ward. Ph.D February 20. 2003 

Regulatory Affairs Mgr. 
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Guideline Reference Number Guideline Study Name MAID Number 

Naylor. M. W. (1992). Acute Oral Toxicity Study of 
152-30 Neomycin Phosphotransferase (NIYJ'II) in Albino Mice. 

ML-91-409. A pathogenicity detcnnination is not 
applicable since Cry3Bbl is not a living organism. 430547-01 

Ream. J. E. (1993). Assessment of Degradation of 
Neomycin l'hosphotransferase II in /11 l'irro Mammalian 

152.30 Digestion Models. IRC-91-ANA-O(i. A pathogenicity 
determination is not applicable since Cry3Bhl is nora 
living_ organism. 430933-02 

Literature Cited in Submission Supporting the Exemption 
from the Requirement of a Tolerance for the Plant 
Pesticide Formulation Inert Ingredient Neomycin 
l'hosphotransfcrJsc II. 430547-02 
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response lor reregistration and special review activities, including time lor reading the instructions and completing the necessary forms. Sand comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street. S.W .. Washinoton. DC 20460. Do not send the form to this address. 

EPA Form 8570·35 (9·97) Electronic and Paper versions available. Submit only Paper version. 
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Form Approved OMB No. 2070-0060 
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CONFIDENTIAL STATEMENT OF FORMULA 

{ CBI Cross Reference Number 1 } 
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CONFIDENTIAL STATEMENT OF FORMULA 

{ CBI Cross Reference Number 1} 
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PRODUCT LABEL 

Five copies of the proposed label for 'Com Event MON 863: Rootworm Protected Com' are 
attached. This label supersedes the label previously submitted to EPA, dated February 11, 2003. 
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C~rn Event MON 863: Rootworm Protected Corn 

[Alternate brand name: YieldGar~ Rootworm: Rootworm Protection] 

This product is effective in controlling damage caused by corn rootworm larval feeding on corn 
roots. 

Active Ingredient: 

Bacillus tlzuringiensis Cry3Bb1 protein and the genetic material necessary for its 
production (ZMIR13L) in event MON 863 corn ...................... 0.001 - 0.006% 

Other Ingredients: 

Substance produced by a marker gene and the genetic material necessary for its 
production (ZMIR13L) in event MON 863 corn ............... 0.00002- 0.00003% 

Percentage (wt/wt) on a dry weight basis. 

Keep Out of Reach of Children 

CAUTION 

® YieldGard is a trademark of Monsanto Technology LLC 

EPA Registration No. 524-528 

EPA Establishment No. 524-M0-002 

©2003 Monsanto Company 
700 Chesterfield Parkway West 
St. Louis, MO 63017 

DIRECTIONS FOR USE 

It is a violation of Federalla?v to use this product in any manner inconsistent with its labeling. 

The following information regarding commercial production must be included in the Event MON 
863 Technology Use Guide. 
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Insect Resistance Management 

Growerr of Com Ev::!n~ YION 863: Rootworm Protected Com must adhere to the following 
refuge requirements. Growers must plant a structured refuge of at least 20% non-event MON 
863 com. 

Refuge planting optioQs include: adjacent blocks or in-field strips. If blocks are implemented 
·they must be adjacent to the Com Event MON 863 field. If in-field strips within a com field are 
implemented, then at least 6, and preferably 12 consecutive rows should be planted with non­
event MON 863 com. 

The refuge and Com Event MON 863 acres should be managed under comparable agronomic 
regimes. Refuge and Com Event MON 863 acres should both ·be irrigated if irrigation is used. 
In regions where com is cropped continuously, refuge and Com Event MON 863 acres should be 
planted in a continuous cropping regime. The refuge may be placed only on first-year com acres 
if the Event MON 863 com is pl~nted on first-year corn acres. 

Growers have the option of applying conventional insecticides to the com refuge for control of 
corn rootworm larvae. Growers are not permitted to apply agents for control of adult com 
rootworm to the refuge as this would render the refuge less effective. If growers opt to treat for 
other insects present in the refuge while adult com rootworm are present, then the Com Event 
MON 863 acres must be treated in a like manner. 

These refuge requirements do not apply to operations engaged in the propagation of inbred seed 
com. 

Corn Insects Controlled or Suppressed 

Com has been genetically transformed to produce the B.t. protein, Cry3Bbl, for control or 
suppression of the following coleopteran insects: 

Western com rootworm (Diabrorica virgifera virgifera) 
Northern com rootworm (Diabrorica barberi) 
Mexican com rootworm (Diabrorica virgifera zeae) 
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MONSANTO~-

Amendment of the Application to Register a Bacillus thuringiensis 
Cry3Bbl Protein and the Genetic Material Necessary for its 

Production (Vector ZMIR13L) in Event MON 863 Com; 
EPA File Symboi524-LEI 

Confidential Attachment 

CONFIDENTIAL AITACHMENT 

AUTHOR 

Dennis P. Ward, Ph.D. 
Regulatory Affairs Manager 

DATE 

February 20, 2003 

SUBMITTING REGISTRANT 

Monsanto Company 
600 l3 1

h Street N.W. 
Suite 660 

Washington, DC 20005 

MONSANTO REFERENCE No. 

OO-CR-032E-17 

Monsanto OO-CR-032E-19 ~age I of 4 



. CONFIDENTIAL BUSINESS INFORMATION 

CBI Cross Reference Number 1 This cross reference number noted 
on a place holder page is used in 
place of the following whole page 
at the indicated volume and page 
references 

The deleted Page is attached immediately behind this page. 

·Pages Reason for Deletion FIFRA Reference 

37 & 38 Discloses commercial information §lO(d)(l)(A), (B) or (C) 

•.·:·. 
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MONSANTO~ 
Dennis P. Ward, Plo.D. 
Regulatory Affairs Mauagtr 
(636) 737-6631 

Document Processing Desk (APPL) 
Office of Pesticide ,Programs (7504C) 
U.S. Environmental Protection Agency 
Room 266A, Crystal Mall 2 
1921 Jefferson Davis Highway 
Arlington, VA 22202-4501 

February 20, 2003 

Attn: Phillip 0. Hutton, Team Leader 90 

Subj: Amendment to application for registration of Com Event MON 863 
EPA File Symbol524-LEI 

Dear Mr. Hutton: 

6oo I)TH STREET, N.W. 

SUITE 660 

WASHINGTON, D.C. 20005 

PHONE (202) 783-2460 

FAX (202) 783-2468 

http:/ /www.monsanto.com 

In support of our application to register Corn Event MON 863 we are submitting a revised data 
. matrix, label and Confidential Statement of Formula. Contained within the Data Matrix are 
numerous requests for data waivers. These waiver requests are based primarily on the low 
potential for exposure to Cry3Bb1 protein and the fact that many of microbial pesticide data 
requirements (49 CFR 158.740) are not applicable to a plant-incorporated protectant. 

Enclosed with this submission are the following materials: 
• Application for Pesticide (EPA Form 8570-1) 
• Certification with Respect to Citation of Data (EPA Form 8570-34) 
• Data Matrix (EPA Form 8570-35) 
• Product label (5 copies) 
• Confidential attachment 

Except for the materials contained in the confidential attachment, Monsanto does not object to 
placement of materials contained in this submission in the Public Docket. 

Should you require any additional information regarding this submission please feel free to 
contact Dr. Russell Schneider in our Washington office (202-383-2866) or me directly (636-737-
6631). 

f}#~~ 
Dennis P. Ward, Ph.D. 

OO-CR-032E-19 



Mr. P. Hutton 
2/20/2003 
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Att: Administrative materials 

cc: Mike Mendelsohn, EPA/OPP/BPPD 
Russell Schneider, Monsanto 
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Please read instructions on reverse before completing form. Form Approved. OMB No. 2070-0060. Approval Expires 
2-28-95 

[R] Registration 
OPP Identifier 

United States 

&EPA D 
Number 

Environmental Protection Agency Amendment 
Washington, DC 20460 D Other 

Application for Pesticide - Section I 
1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification 

File Symbol 524-LEI Phillip 0. Hutton 

Company/Product (Name) PM# [R] None 0 Restricted 
Com Event MON 863 90 

5. Name and Address of Applicant (Include ZIP Code) 6. Expedited Review. In accordance with FIFRA Section 3(c)(3)(B)(i), my 

Monsanto Company product is similar or identical in composition and labeling to: 

600 13th St., N.W., Suite 660 EPA Reg. No. 

Washington, DC 20005 
Product Name 

D Check if this is a new address 

Section- II 

D Ame~dment - Explain below. D Final printed labels in response to 
Agency letter dated 

·~ Resubmission in response to Agency letter dated D "Me Too" Application. 

D Notification - Explain below. [8] Other- Explain below. 

Explanation: Use additional page(s) if necessary. (For Section I and Section II.) 

Submission of request for data waivers and revised data matrix, labeling and CSF in support of application to register 
Com.Event MON 863 

Section - Ill 
1. Material This Product Will Be Packaged In: 

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container 

DYes· DYes DYes 
0Metal 

ONo DNo ·DNo 
0 Plastic 

0 Glass 
• Certification must If "Yes" No. per If "Yes" No. per 0 Paper 
,...., submitted Unit Packaging wgt. Container Package wgt. Container D Other 

(Specify)_ 

3. Location of Net Contents Information 4. Size(s) Retail Container 5. Location of Label Directions 

D Label 0 Container 0 On Label 

0 On Labeling accompanying product 

6. Manner in Which Label is Affixed to Product D lithograph 0 Other 

0 Paper glued 

0 Stenciled 

Section -IV 
1. Contact Point (Complete items directly below for identification of individual to be contacted, if necessary, to process this application.l 

Name Title I Telephone No. (Include Area Code) 

Russell P. Schneider Regulatory Affairs Director (202) 383-2866 
Certification 6. Date Application 

I certify that the statements I have made on thk~orm and all attachments thereto are true, accurate and complete. Received 
I acknowledge that any knowingly false or misleading statement may be punishable by line or imprisonment or 
both under applicable law. 

(Stamped) 

2. SigN 1(/~/.t~ 3. Title 

Regulatory Affairs Manager 

4. Typed Name 5. Date 

Dennis P. Ward Tel. (636) 737-6631 February 20, 2003 

EPA Form 8570-1 (Rev. 3-94) Previous editions are obsolete. White- EPA File Copy (original) Yellow - Applicant Copy ~ 
Monsanto Com an OO-CR-032E-l9 Paoe 3 of 45 p y 
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SEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S. W. 

WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 1.25 hours per response for 
registration and 0.25 hours per response for reregistration and special review activities, including time for reading the instructions and completing the 
necessary forms. Send comments regarding burden estimate or any other aspect of this collection of informatioh, including suggestions for reducing the 
burden to Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washington DC, 20460. 
Do not send the comoleted form to this address. 

. Certification with Respect to Citation of Data 
Applicant's/Registrant's Name, Address, and Telephone Number: EPA Registration Number I File Symbol: 

Monsanto Company, 600 13th Street, N.W., Washington, DC 2005 (202) 383-2866 524-LEI 

Active lngredient(s) and/or representative test compound(s): B.t. Cry38b1 and the genetic material Date: 
necessary for its production (vector ZMIR 13L) in event MON 863 com February 20, 2003 

·General Use Pattem(s) (list all those claimed for this product using 40 CFR Part 158: Product Name: 

Terrestrial field crop Corn Event MON 863 

NOTE: If your product is a 100% repackaging of another purchased EPA-registered product labeled for all the same uses on yo.ur label, you do not 
need to submit this form. You must submit the Formulator's Exemption Statement (EPA Form 8570-27). 

D I am responding to a Data-Call-in Notice, and have.included with this form a list of companies sent offers of compensation (the Data Matrix form 
should be used for this ouroose). · 

Section 1: METHOD OF DATA SUPPORT (Check one method only) 

I am using the cite-all method of support, and have included with ·Jam using the selective method of support (or cite-all option under 

D this form a list of companies set offers of compensation (the Data ~ the selective method), and have included with this form a 
Matrix Form should be used for this purpose). completed list of data requirements (the Data Matrix form must be 

used). 

Section II: GENERAL OFFER TO PAY 

D 
(Required if using the cite-all method or when using the cite-all option under the selective method to satisfy one or more data requirements) 

I hereby offer and agree to pay compensation, to other persons, with reqard to the approval of this application, to the extent required by FIFRA. 

Section Ill: CERTIFICATION 
I certify that this application for registration, this form for reregistration, or this Data-Call-In response is supported by all data submitted or cited in 

the application for registration, the form for registration, or the Data-Call-In response. In addition, if the cite-all option or cite-all option under the selective 
method is indicated in Section 1, this application is supported by all data in the Agency's files that (1) concern the properties or effects of this product or 
an identical or substantially similar product, one or more of the ingredients in this product; and (2) is a type of data that would be required to be submitted 
under the data requirements in effect on the date of approval of this application if the application sought the initial registration of a prod!JCt of identical or 
similar composition and uses. 

I certify that for each exclusive use study cited in support of this registration or reregistration, that I am the original data submitter or that I have 
obtained the written permission of the original data submitter to cite that study. 

I certify that for each study cited in support of this registration or reregistration that is not an exclusive use study, either. (a) I am the original data 
submitter; (b) I have obtained the permission of the original data submitter to use the study in support of this application; (c) all periods of eligibility for 
compensation have expired for the study; (d) the study is in the public literature; (e) I have notified in writing the company that submitted the study and 
have offered (i) to pay compensation to the extent required by sections 3(c)(1)(F) and/or 3(c)(2)(8) of FIFRA; and (ii) to commence negotiations to 
determine the amount and terms of compensation, if any, to be paid for the use of the study. 

I certify that in all instances where an offer of compensation is required, copies of all offers to pay compensation and evidence of their delivery in 
accordance with sections 3(c)(1)(F) and/or 3(c)(2)(8) of FIFRA are available and will be submitted to the Agency upon request Should I fail to produce 
such evidence to the Agency upon request, I understand that the Agency may initiate action to deny, cancel or suspend the registration of my product in 
conformity with FIFRA. 

...·:· 

I certify that the statements I have made on this form and all attachments to it are true, accurate, and complete. I acknowledge that any 
knowinQIV false of misleadinQ statement may be punishable by fine or imprisonment of both under the applicable Jaw. 

SlgMI:;t/1(/~LL Date Typed or Printed Name and Title 

February 20, 2003 Dennis P. Ward, Regulatory Affairs 

Manager 

EPA Form 8570-34 (9-97) Electronic and Paper Vers1ons available. Submit only Paper version. 

Monsanto Company OO-CR-032E-19 Page 4 of 45 

~ 



~ 
d 

&EPA 
Form Approved OMS No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review' activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street, S.W., Washington DC 20460. Do not send the form to this address. 

DATA MATRIX 
Date: february 20, 2003 EPA Reg. No./File Symbol: 524-LEl J Page I of 14 

Applicant's/Registrant's Name & Address: 

Monsanto Company, 600 13lh Street, N.W., Suite 660, Washington, D.C. 20005 Product: Corn Event MON 863 

Ingredient Bacillus tlwrinRiensis Cry3Bb I and the genetic material necessar for its production (vector ZMrR 13L) in event MON 863 corn 

Guideline Reference N~mber Guideline Study Name MAID Number Submitter Status Note 

Administrative Materials for Amendment of Application 
151-20, 151-21, 151-25 to Registrater of a Bacillus tlwri11gie11.ris Cry30b t Protein 
885.1100 and the Genetic Material (Vector ZMIR 13L) Necessary 
885. t 200 for its Production in Com Event MON 863; EPA File Dated 
885.1500 Symbol LEI-524. 455770-00 Monsanto Company OWN January_8, 2002 

151-20. 153-4 Hollcschak, G., R.E. Hileman and J.D. Astwood (200 I). 
885.1100 lmmuno-detectability of NPTII Protein in the Grain of 
885.2200 Insect Protected Com Event MON 863 After Heat Dated 

Treatment. MSL-17300. 455382-09 Monsanto Company. OWN November 5, 2001 

151-20, 151-21, 151-22, 151-26 
885.1100 Cavato, T.A., E.C. Rigden, D.W. Mitt.anck and R.P. 
885.1200 Lirette (2001 ). Amended Report for MSL-16505: 
885.1300 Molecular Analysis of Com Event MON 863. MSL- Dated 
885.2100 17152. 454240-02 Monsanto Company OWN May 21,2001 

llolleschak, G., R.E.llilernan and J.D. Astwood (2001). .. 
151-20, 153·4 Amended Report for MSL-16597: lmmunodetectability 
885.1100 ofCry3Bbi.II098 and Cry30bl.ll231 Proteins in the 
885.2200 Grain of Insect Protected Com Events MON 863 and Dated 

MON 853 After Heat Treatment. MSL-17223. 454240-07 Monsanto Company OWN May 21,2001 

151-23, 151-25, 153-4. 151-26, Dudin, Y.A., 0-P. Tonnu, L.D. Albee and R.P. Lirette 
885.1400,885.1500 (2001). Amended Report for MSL-16559: B.r. 
885.2200 Cry30bi.JI098 and NPTII Protein Levels in Sample 
885.2400 Tissue Collected from Com Event MON 863 Grown in Dated 
885.2500 1999 Field Trials. MSL-171811. 454240-01 Monsanto Com~any OWN May 21.2001 

s;g""""P. A:.d Name and Title Date 

- ~h'~ Dennis P. Ward, Ph.D. February 20, 2003 

Regulatory Affairs Mgr. ' 

- - -·--~~--- -- - - - --- --- -

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper verston. Agency Internal Use Copy 
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oEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washi'l9_ton, D.C. 20460 

Form Approved OMB No. 2070-0060 

Paperwork Reduction Act Notice: The public reporting burden lor this collection of information is estimated to average 0.25 hours per response lor registration activities and 0.25 hours per 
response lor reregistration and special review activities, including time lor reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of Information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street. S.W .. Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 
Date: February 20, 2003 EPA Reg. No./File Symbol: 524-LEI I Page 2 of 14 

Applicant's/Registrant's Name & Address: 

Monsanto Company, 600 13lh Street, N.W., Suite 660, Washington, D.C. 20005 I Product: Corn Eve~t MON 863 

l~dient j3acillt(S.tlwringiensis Cry3Bb I and the genetic material necessary for its production (vector ZMIR I3L) in event MON 863 corn 

Guideline Reference Number 

151-26 
885.2100 

151-26 
885.2100 

151-26 
885.2100 

151-26 
885.2100 

151-26 
885.2100 

Signature 

Guideline Study Name 
Administrative Materials in Support of the Registration of 
Bacillus thuri11gi~11sis Cry3Bb Protein and the Genetic 
Material (Vector ZMIR 13L) Necessary for its Production 
in Com: and Amendment of the Previous Request for 
Exemption from the Requirement of a Tolerance, 
po·u;-A OOQ 

Petition from the Requirement of a Tolerance for Bacillus 
tlruri11gimsis Cry I, Cry2, and Cry3 Classes of Proteins 
and the Genetic Material Necessary for the Production of 
These Proteins In or On All Raw Agricultural 
Commodities When used as Plant-Pesticide Active 

.-4! ..... ,., 

Pilacinski. W. P. and M. W. Taylor (1999). 
Administrative Materials in Support of the Registration of 
the Plant-Expressed Protectant Bacillus tlwri11gie11si.r 
Com Root worm Control Protein, as Produced in the Corn 
(aa mays, L.), and the Amendment to the Previous 
o ............ , r ....... c ..... ..- .... : ....... r,,..,....., ,..., .. o ...... : ............ ". ,...r .. 

llilcman, R.E. and J.D. Astwood (2001 ). Additional 
Characterization of the Cry3Bbl Protein Produced in 
Com Event MON 863. MSL-17137. 
Thoma, R.S .• G. Holleschak, R.E. Hileman and J.D. 
Astwood (2001 ). Primary Structural Protein 
Characteri7.ation of Com Event MON 863 
Cry3Bbl.ll 098 l'rotein Using N-terminal Sequencing 
and MALDI Time of Flight Mass Spectrometric 
T ... I'Ol..,.;,...,.n.,. t,.fC'I 1"l1 ( 

MAID Number 

451568-00 

PP 7F4888 

449043-00 

454240-10 

454240-11 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. 

Monsanto Company OO-CR-032E-19 

Submitter 

Monsanto Company 

Monsanto COil1_ll:l_IIY_ 

Monsanto Company 

Monsanto Company_ 

Monsanto Company 

Name and Title 

Dennis P. Ward, Ph.D. 

RegulatQI}'_Affairs Mgr. 

Status 

OWN 

OWN 

OWN 

OWN 

OWN 

Date 

February 20, 2003 

Note 

Dated 
June 20, 2000 

Dated 
June 24, 1997 

Dated 
August 19, 1999 

Dated 
M:~y_21, 2001 

Dated 
May21,2001 
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Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S. W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: T~e public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary lorms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OP~E Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street, S.W., WashinQton, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: February 20, 2003 EPA Reg. No./File SyiJlbol: 524-LEI I Page3ofl4 
Applicant's/Registrant's Name & Address: 

Monsanto Company .. 600 13th Street, N.W., Suite 660, Washington, D.C. 20005 Product: Corn Event MON 863 

Ingredient Bacilltis tlwrin iensis Cry3Bb I and the genetic material necessary for its production (vector ZMIR 13L) in event MON 863 corn 

Guideline Reference Number Guideline Study Name MAID Number Submitter Status Note 

Hileman. R.E., G. Holleschak, L.A. Turner, R.S. 1l10ma, 
151-26 C.R. Drown and J.D. Astwood (2001). Characterization 
885.2100 and Equivalence of the Cry3Dbl Protein Produced by£. 

coli Fermentation and Corn Event MON 863. MSL- Dated 
17274. 455382-01 Monsanto Company OWN November 5, 2001 

151-25 
885.2300 D. Kolwyck, B-P. Tonnu. Y. A. Dudin, T. Ploesscr and K. 

Gustafson (2001 ). Validated Method for Extraction and Dated 
Direct ELISA Analysis of Cry3Bbl in Corn Grain. 453731-01 Monsanto Company OWN April 7, 2001 

151-27 
885.2400 

Samples will be submitted as part of the independent 
laboratory method validation work that is ongoing. 

Dudin, Y.A .• B-P. Tonnu. L.D. Albee and R.P. Lirette 
153-4 (2001). Amended Report for MSL-16559: 8.1. 
885.2500 CryJBb I. II 098 and NPTII Protein Levels in Sample 

Tissue Collected from Corn Event MON 863 Grown in Dated 
1999 Field Trials. MSL-171811. 454240-01 Monsanto Company OWN May 21, 2001 

Astwood, J.D., R.E. Hileman, M.J. 1\lcKcc, T.J. Rydcl, 
152-30 J.W. Scale and L. English (2001 ). Safety Assessment of 
885.3050 Cry3Bbl Variants in Corn Rootworm Protected Corn. 

MSL-17225. A pathogenicity determination is not Dated 
applicable since Crv3Bhl is nut a living organism. 454240-09 Monsanto Company OWN May21,2001 

Signature Name and Title Date 

Dennis P. Ward, Ph.D. February 20, 2003 

Regulatory Affairs Mgr. 
~-----

~ EPA Form 8570·35 (9·97) Electronic and Paper versions available. Submil only Paper version. Agency Internal Use Copy 

~ Monsanto Company · OO-CR-032E-19 Page 7 of 45 
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oE PA uNITED sTATEs ENviRoNMENTAL PROTECTioN AGENcv 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per. response for registration activities and 0.25 hours per 
response for reregistration and special review activities, Including time for reading the Instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), ·u.s. Environmental Protection Agency, 
401 M Street, S.W., Washington DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: February 20, 2003 EPA Reg. No./File Sy_mbol: 524-LEI I Page 4 of 14 
Applicant's/Registrant's Name & Address: 

Monsanto Company.:()OO 13th Street, N.W., Suite 660, Washington, D.C. 20005 Product: Corn Event MON 863 

Ingredient Bacillus tlwrin iensis Cry3Bb I and the genetic material necessary for its production (vector ZMIR 13L) in event MON 863 corn 

Guideline Reference Number Guideline Study Name MAIO Number Submitter Status Note 

Bonneue, K.L. and P.O. Pyla (200t ). An Acute Oral 
152-30 Toxicity Study in Mice with£. coli Produced I 

885.3050 Cry3Bb I. II 098(Q349R) Protein, Amended Final Repon. 
885.4150 MSL-17382. A pathogenicity determination is not Dated , 

applicable since Cry3Bbl is not a living organism. 455382-02 Monsanto Company OWN November 5, 2001 I 
Leach, J.N., R.E. Hileman and J.D. Astwood (2001 ). 
Assessment of the in vitro Digestibility of Cry313b I 

152-30 Protein Purified from Com Event MON 863 and 
885.3050 Cry3Bbl Protein Purified from E. coli. MSL-17292. A 

0 
d 

pathogenicity determination is not applicable since ·-· ... OWN N bateS 
2001 ~ ,1 ru, • • 455382-03 Monsanto Com11any ovem er , 

Hileman, R.E., J.N. Leach and J.D. Astwood (2001 ). 
152-30 Assessment of the i11 vitro Digestibility of 
885.3050 Cry3bBbl.ll 098(Q349R) Protein in Simulated Intestinal 

Auid. MSL-17530. A pathogenicity determination is not Dated 
applicable since Cry3Bbl is not a living organism. 455770-02 Monsanto Co~anv OWN January 8, 2002 

152-31 
152·34 
152·35 Not applicable since Cry3Bbl is a plant-incorporated 
885.3100 active ingredient, is present at low levels, and there is 

linle opportunity for dermal or ocular contact. 

Not applicable since Cry3Bbl is a plant-incorporated 
152·32 active ingredient, is present at low levels, and there is 
885.3150 linle opportunity for human inhalation eAposure. A 

pathogenicity determination is not applicahle since 
Cry3Bbl is not a living organism. 

Signature Name and Title Date 

Dennis P. Ward, Ph.D. February 20, 2003 

___ -· __ __ Regulatory Affairs Mgr. 
EPA Form 8570-35 (9·97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 

Monsanto Co.mpany OO-CR-032E-l9 Page 8 of 45 
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Form Approved OMB No. 2070-0060 , 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
I 401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 

I 
response for reregistration and special review activities. including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental. Protection Agency, 
401 M Street, S.W., Washington DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: February 20, 2003 EPA Reg. No./File Symbol: 524-LEI I Page 5 of t4 
Applicant's/Registrant's Name & Address: 

Monsanto Company~600 131
h Street, N.W., Suite 660, Washington, D.C. 20005 Product: Corn Event MON 863 

Ingredient Bacilltis thurin iensis Cry3Bb I and the _genetic material necessary_ for itsproduction (vector ZMIR 13L) in event MON 863 corn 

Guideline Reference Number Guideline Study Name MAID Number Submitter Status Note 

I 

152-33 
885.3200 .. 

I Not applicable since Cry3Bb I protein is neither infective 
nor patho~enic. 

Hileman, R.E., E.A. Kice, R.E. Goodman and J.D. 

t5t-36 Astwood (2001 ). Bioinformatics Evaluation of the 

885.2200 Cry3Dbl l'rotein Produced in Com Event MON 863 
Utilizing Allergen, Toxin and Public Domain Protein Dated 
Databases. MSL-17t40. 454240-08 Monsanto Company OWN May 2t. 200t I 

152.36 
There is no clear published evidence that has 152-37 

t52-38 demonstrated clinical allergic reactions to /Jt crystal 

885.3400 proteins. Monitoring for h)·perscnsitivity incidents can 
be implemented after registration is ~ranted. 

152-39 
885.3500 

Not applicable since Cry31Jbl is not a livin~: or~:anism. 

Gallagher, S.P., J. Grimes and J.D. Beavers ( 1999). 
154-16 Baril/u.r tlwringi~11sis Protein 11231 in Com Grain: A 

885.4050 Dietary Toxicity Study with the Northern Bobwhite. 
MSL-16t61. A pathogenicity determination is not Dated 
a!'Qiicable since Crv3Bbl is not a livin~ or~:anism. 449043-15 Monsanto Company OWN August t9. 1999 

Signature Name and Title Date 

Dennis P. Ward, Ph.D. February 20, 2003 

Regulatory Affairs Mgr. 
---

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submil only Paper version. Agency Internal Use Copy 
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-.9 
"-'\ 

oEPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of Information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of Information, Including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street S.W., Washinoton DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: February 20, 2003 EPA Reg. No./File S_ymbol: 524-LEI I Page 6 of 14 

Applicant's/Registrant's Name & Address: 

Monsanto Company,; 600 13th Street, N.W., Suite 660, Washington, D.C. 20005 Product: Corn Event MON 863 

Ingredient Bacillus rhurin iensis Cry3Bbl and the genetic material necessary for its production (vector ZMIR 13L) in event MON 863 corn 

Guideline Reference Number Guideline Study Name MAID Number Submitter Status Note 

154-17 
885.4100 

A pathogenicity determination is not applicable since 
Cry311bl is not a living organism. 

Not applicable since there is no reason to suspect that 

154-18 wild mammals would be any more sensitive to Cry31lbl 

885.4150 than laboratory mammals. Mammals do not possess Cry 
protein receptors. A pathogenicity determination is not 
applicable since <::ry:lllbl is not a living organism. 

Li, M.H. and E.ll Robinson (1999). Evaluation of Insect 
154-19 Protected Corn Lines MON 853 and MON 859 as a Feed 
885.4200 Ingredient for Catfish. MSL-16164. A pathogenicity 

determination is not applicable since Cry311bl is not a Dated 
living organism. 449043-19 Monsanto Com_p_any_ OWN AUI!,USt 19. 1999 

154.19 
.. 

885.2600 McKee, M.J. (2001) Bluegill Dietary Toxicity Study for 
the Bacillu.r thuringi~nsis Cry311b I Protein Variant: A Dated 
Waiver Request. MSL-17383. 455382-00 Monsanto Company OWN November 5. 2001 

Drollar, K.R. and H.O. Krueger ( 1999). Bncillu.r 

154-20 
tlturilrgimsis Protein 11098 in Com Pollen: 48-Hour 
Static Renewal Acute Toxicity Test with the Cladoceran 

885.4240 (Daphnia magna). MSL-15988. A pathogenicity 
Dated determination is not applicable since Cry3Bbl is not a 

449043-18 Monsanto Company OWN AUI!.USt 19, 1999 . . . 
Signature Name and Title Date 

Dennis P. Ward, Ph.D. February 20, 2003 

Regulatory Affairs Mgr. 
-~ ---

EPA Form 8570·35 (9·97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 
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oEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
Form Approved OMB No. 2070-0060 1 

401 M Street, S.W. 
Washington, D.C. 20460 

Paperwork Reduction Act Notice: The pubiic reporting burden for this coll.ection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per I 

response for reregistration and special review activities, including time tor reading the instructions and completing the necessary forms. Send comments regarding the burderi estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street S.W. Washington DC 20460. Do nol send the form to this address. 

DATA MATRIX 

Date: February 20. 2003 EPA Reg. No./File Symbol: 524-LEI I Page 7 of 14 
Applicant's/Ragistrant's Name & Address: 

Monsanto Company, 600 131
h Street. N. W., Suite 660, Washington, D.C. 20005 Product: Corn Event MON 863 

Ingredient Bacillits tlwrin iensis Cry3Bbl and the genetic material necessary for its~roduction (vector ZMIR 13L) in event MON 863 corn 

Guideline Reference Number Guideline Stud't'Name MAID Number Submitter Status Note 

Results of acute toxicity tests with Dnpl111ia and catfish 
154-21 did not produce any evidence of adverse effects. Testing 
885.4280 with estuarine and marine species is not warranted 

because of very low to no potential for exposure to the 
Cry) protein from field com. A pathogenicity 
determination is not applicable since cryJBbl is not a 
living organism. 

154-22 CryJilbl is an insect toxin and Cry proteins have never 
885.4300 been shown to cause toxicity in aquatic and terrestrial 

plants. 1l1e risk of outcrossing to weedy wild relatives is 
virtually nonexistent. 

Palmer, S.J. and H.O. Krueger ( 1999). Barillu.r 
154-23 thuringi~nsis Protein 11231: Dietary Toxicity Study with 
885.4340 the Ladybird Beetle (/lippodamin convergen.1·). MSL-

16166. A pathogenicity determination is not applicable Dated 
since CryJilbl is not a living organism. 449043-14 Monsanto Company_ OWN August 19, 1999 

Hoxter, K.A., S.J. Palmer and flO. Krueger ( 1999). 
154-23 Bacillus tlwringietuis Protein 11231: An Acute Toxicity 
885.4340 Study with Earthworm in an Artificial Soil Substrate. 

MSL-16162. A pathogenicity determination is not Dated 
applicable since Cry3llbl is not a living organism. 449043-16 Monsanto Company OWN August 19, 1999 

Signature Name and Title Date 

Dennis P. Ward, Ph.D. February 20, 2003 

Regulatory Affairs Mgr. 
-~ - - -- -- -- ~ -~ --- ------- -- -

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 
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Form Approved OMS No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, Including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street S.W., Washington DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: February 20, 2003 EPA Reg. No./File Syr[lbol: 524-LEI I Pa~e 8 of t4 

Applicant's/Registrant's Name & Address: 

Monsanto Comgan_y,.600 13"' Street, N. W., Suite 660. Washington. D.C. 20005 Product: Corn Event MON 863 

Ingredient Bacillti~ tlwrin iensis Cry3Bb I and the genetic material necessary for its production (vector ZM IR 13L) in event MON 863 corn 

Guideline Reference Number Guideline Study Name MAID Number Submitter Status Note 

Teixeira. D. ( 1999). Assessment of Chronic Toxicity of 
154-23 Com Tissue Containing the Barillu.r thuringiensis 
885.4340 Protein I t098 to Collembola (Folsumia candida). MSL-

15988. A pathogenicity determination is not applicable Dated 
since Cry31lbl is not a living organism. 449043-17 Monsanto Company OWN August 19, 1999 

Palmer. S.J. and H.O. Krueger ( 1999). Bacillus 
154-23 thuringimsis Protein 11231: A Dietary Study with Green 
885.4340 Lacewing Larvae (Chrysoperla ramea). MSL-16165. A 

pathogenicity determination is not applicable since Dated 
Cry31lbl is not a living organism. 449043-12 Monsanto Company OWN August 19, 1999 

Palmer. S.J. and H.O. Krueger (1999). Barillu.r 
154-23 thuringiensis Protein 11231: A Dietary Study with the 
885.4340 Parasitic Hymenoptera (Nasonia vitripen11is). MSL-

1616. A pathogenicity determination is not applicable Dated 
since Cry31lbl is not a living Or)!anism. 449043-13 Monsanto ComJJany_ OWN August 19, 1999 

flea d. G. (2001 ). Research on the Effects of Com 
154-23 Rootworm Protected Transgenic Com Events on 
885.4340 Nontarget Organisms: Preliminary Report. A 

pathogenicity determination is not applicable since Dated 
Cry3Bbl is not a livinl! organism. 453484-02 Monsanto Company OWN February 20. 2001 
Duan. J.J., G. Head, M. McKee and T.E. Nickson (2001). 

154·23 
Dietary Effects of Transgenic Bacillus thuringiensis (Ill) 

885.4340 
Com Pollen Expressing a Variant of Cry3Ubl Protein on 
Adults of the Ladybird Ucetle. Colromrgilla marulma. 
I\ISL-16936. A pathogenicity dctcrnunation is not Dated 

r . . 111• 453(>13-01 Monsanto Company OWN March 20. 2001 

Signature Name and Title Date 

Dennis P. Ward, Ph.D. February 20, 2003 

Regulatory Affairs Mgr. 
--

~ EPA Form 8570·35 (9·97) Electronic and Paper versions available. Submit only Paper version . Agency Internal Use Copy 
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oEPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

Form Approved OMB No. 2070-0060 I 

401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions tor reducing the burden to: Director, OPPE Information Management Division (2137). U.S. Environmental Protection Agency, 
401 M Street, S.W., WashinQton DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: f-ebruary 20, 2003 EPA Reg. No./File Symbol: 524-LEI I Page 9 of 14 

Applicant's/Registrant's Name & Address: 

Monsanto Company_ •. 600 13'h Street, N.W., Suite 660, Washington. D.C. 20005 Product: Corn Event MON 863 

ln_gredient Bacillus rlwrin'(iensis Cry3Bb I and the genetic material necessary for its production (vector ZM IR 13L) in event MON 863 corn 

Guideline Reference Number Guideline Study Name MAID Number Submitter Status Note 
Oryan, R.L., J.R. Porch and 11.0. Krueger (2001). 

154-23 
Dietary Effects of Transgenic OT Corn Pollen Expressing 

885.4340 
a Variant ofCry3Dbl Protein on the Ladybird De.etle. 
llippodamia COJivugmJ. MSL-17171. A pathogenicity 
determination is not applicable since Cry3nbl is not a Dated 

I . . . 453613-02 Monsanto Com1Jany OWN March 20, 2001 -
Ohatti, M.A., C.L. Pilcher, M.J. McKee, T.E. Nickson, 

154-23 
G. I'. Head and C. D. Pilcher (2001 ). Field Evaluation for 
the Ecological Impact of Com Root worm Insect-Protected 

885.4340 Com on Non-Target Organisms. I\.ISL-17179. A 
pathogenicity determination is not applicable since Dated 

,.._ ·' 01 • ~ : •· ~ -~ ". - 455382-06 Monsanto Company OWN November 5. 2001 
Duan, J.J., M.J. McKee and T.E. Nickson (2001 ). 

154-23 
Dietary Effects of Transgenic /Jacil/us tllllri11gie11Jis (llt) 
Corn Pollen Expressing a Variant of Cry3Bbl Protein on 

885.4340 Larvae of the Ladybird llecllc. Colwnll'gilln mnrulaw. 
MSL-16907. A pathogenicity tlctwnination is nul Dated 

........ : ..... ~.... ;,..... f"" .... , IJl,. I ; .......... ., 1: •• : ..... ·~ ......... : .. ~ • 4553!!2-04 l'vlonsanto Company OWN November 5, 2001 
Sears. M. and M. Manila (2002). Determination of the 

154-2J 
Tmicity of Corn Pollen Expressing a C1yJIIbl Variant 
Protein to First lnstar Monarch llultcrlly l..;1rvac (Dwu1J 

885.4340 plaippus) •·in Laboratory Bioassay. MSL-17235. A 
pathogenicity determination is not applicable since Dated 

1" ... 01)1 I ;, "~' • t: • .""" ~-~•"; 455382-05 Monsanto Company OWN November 5, 2001 

154-23 llcad, G .. M. l'lcau. S. Sivausupramanian and T. Vaughn 
885.4340 (2001 ). Insecticidal Spectrum of Activity for Cry3Bh 

Protein i11 vitro. C3NTO. A pathogenicity dcterminarion Dated 
is not applicable since CryJIIhl is nn1 a li"inR or.:anism. 455382-07 Monsanto Company OWN November 5, 2001 

Signature Namf; and Title Date 

Dennis P. Ward, Ph.D. February 20, 2003 

Regulatory Affairs Mgr. 

EPA Form 8570·35 (9·97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 
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&EPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of Information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, Including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street, S.W. Washington DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: February 20, 2003 EPA Reg. No./File Syl)"lbol: 524-LEI I Page 10 of 14 

Applicant's/Registrant's Name & Address: 

Monsanto Company,:600 13th Street, N.W., Suite 660, Washington, D.C. 20005 Product: Corn Event MON 863 

Ingredient Bacillus tlwrin iensis Cry3Bbl and the genetic material necessary for its production (vector ZMIR13L) in event MON 863 corn 

Guideline Reference Number Guideline Study Name MAID Number Submitter Status Note 

Duan. J.J., M. J. McKee, G. Head and C.R. Brown 
154-23 (2002). Endangered Species Impact Assessment for 
885.4340 Cry30bl Protein in Transgenic Com Event MON 863. 

MSL-17614. A pathogenicity determination is not Dated 
applicable since Cry3Bb I is not a living organism. 455770-03 Monsanto Company OWN January 8, 2002 

Head, G. (2002). Research on the EffeciS of Com 
154-23 Root worm Protected Transgenic Com Events on 
885.4340 Nontarget Organisms: l'reliminary Resul!s. A 

pathogenicity determination is no! applicable since Dated 
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Sindermann, A. 0., J. R. Porch and H. 0. Krueger (2002). 
154·23 Evaluation of a Cry31lbl Protein Variant in an Acute 
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is not applicable since Cry3llbl is not a living organism. 449043-10 Monsanto Company OWN August 19, 1999 

Signature Name and Title Date 

Dennis P. Ward, Ph.D. February 20, 2003 

Regulatory Affairs Mgr. 

EPA Form 8570·35 (9·97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 

Monsanto Company OO-CR-032E-19 Page 14 of 45 



oEPA 
Form Approved OMS No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
· 401 M Street, S.V'-/. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street S.W., Washinqton, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: February 20, 2003 EPA Reg. No./File Symbol: 524-LEI I Page II of 14 
Applicant's/Registrant's Name & Address: . . 
Monsanto Company, 600 13

1
h Street, N.W., Suite 660, Washington. D.C. 20005 Product: Corn Event MON 863 

Ingredient Bacillils thurin iensis Cry3Bb I and the genetic material necessary for its production (vector ZMIR 13L) in event MON 863 corn 

Guideline Reference Number Guideline Study Name MAID Number Submitter Status Note 

Maggi, V.L. (I 999). Evaluation of the Dietary Effect(s) 
154-24 of Purified Bacillus tlruringiensis Protein I 123 I on Adult 

' 
885.4380 Honey Bees (Apis mellifera L.). MSL- I 6169. A 

pathogenicity determination is not applicable since Dated 
Crv3Bbl is not a living organism. 449043-1 I Monsanto Company OWN August 19, I 999 I 
Martin, J.W., M.J. McKee. S. Dubelman and Y.A. Dudin 
(2000). Aerobic Soil Degradation of the IJ.t. Protein 

885.5200 I 1098 as a Component of Insect Protected Corn. MSL-
I 6440: an unpublished study conducted by Monsanto Dated 
Comoanv. 451568-04 Monsanto Comoanv OWN June 20, 2000 

Dubelman, S., B. Ayden, M. Mueth, J. A. Warren, C. 
Jiang, J. Bookout andY. Dudin (2002). Aerobic Soil 
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PRODUCT LABEL 

Five copies of the proposed label for 'Com Event MON 863: Rootworrn Protected Com' are 
attached. !his label supersedes the label previously submitted to EPA, dated February 11, 2003. 

\:rD . 
Monsanto Company OO-CR-032E-l9 Page 35 of 45 



Corn Event MON 863: Rootworm Protected Corn 

[Alternate brand name: YieldGard Rootwonn®: Rootwonn Protection] 

This product is effectiv€ in controlling damage caused by com rootworm larval feeding on com 
roots. 

Active Ingredient: 

Bacillus thuringiensis Cry3Bbl protein and the genetic material necessary for its 
production (ZMIR13L) in event MON 863 com ...................... 0.001 - 0.006% 

Other Ingredie.nts: 

Substance produced by a marker gene and the genetic material necessary for its 
production (ZMIR13L) in event MON 863 com ............... 0.00002-0.00003% 

Percentage (wt/wt) on a dry weight basis. 

Keep Out of Reach of Children 

CAUTION 

® YieldGard Rootworm is a· trademark of Monsanto Technology LLC 

EPA Registration No. 524-528 

EPA Establishment No. 524-M0-002 

©2003 Monsanto Company 
700 Chesterfield Parkway West 
St. Louis, MO 63017 

DIRECTIONS FOR USE 

It is a violation of Federalli\~ to use this product in any manner inconsistent with its labeling. 

The following information regarding commercial production must be included in the Event MON 
863 Technology Use Guide. 

Monsanto Company OO-CR-032E-l9 · Page 44 of 45 
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Insect Resistance Management 

Growers of Com Event MON 863: Rootworm Protected Com must adhere to the following 
refuge requirements. Growers must plant a structured refuge of at least 20% non-Event MON 
863 com. 

Refuge planting option~ include: adjacent blocks or in-field strips. If blocks are implemented 
they must be adjacent to the Com Event MON 863 field. If in-field strips within a com field are 
implemented, then at least 6, and preferably 12 consecutive rows should be planted with non­
event MON 863 com. 

The refug~ and Com Event MQN 863 acres should be managed under comparable agronomic 
regimes. Refuge and Com Event MON 863 acres should both be irrigated if irrigation is used. 
In regions where com is cropped continuously, refuge and Com Event MON 863 acres should be 
planted in a continuous cropping regime. The refuge may be placed only on first-year com acres 
if the Event MON 863 com is planted on first-year com acres. 

Grow·ers have the option of applying conventional insecticides to the com refuge for control of 
com rootworm larvae. Growers are not permitted to apply agents for control of adult com 
rootworm to the refuge as this would render the refuge less effective. If growers opt to treat for 
other insects present in the refuge while adult com rootworm are present, then the Com Event 
MON 863 acres must be treated in a like manner. 

These refuge requirements do not apply to operations engaged in the propagation of inbred seed 
com. 

Corn Insects Controlled or Suppressed 

Com has been genetically transformed to produce the B.t. protein, Cry3Bbl, for control or 
suppression of the following coleopteran insects: 

Western com rootworm (Diabrotica virgifera virgifera) 
Northern com rootworm (Diabrotica barberi) 
Mexican com rootworm (Diabrotica virgifera zeae) 

Monsanto Company OO-CR-032E-19 Page 45 of 45 
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MONSANTO 

Amendment of the Application to Register a Bacillus tlzuringiensis 
Cry3Bbl Protein and the Genetic Material Necessary for its 

Production (Vector ZMIR13L) in Event MON 863 Com; 
EPA File Symbol 524-LEI 

Confidential Attachment 

CONRDENTIALATTACHMENT 

AUTHOR 

Dennis P. Ward, Ph.D. 
Regulatory Affairs Manager 

DATE 

February 20, 2003 

SUBMITTING REGISTRANT 

Monsanto Company 
600 l31

h Street N.W. 
Suite 660 

Washington, DC 20005 

MONSANTO REFERENCE No. 

OO-CR-032E-17 

Monsanto OO-CR-032E-19 Page 1 of 4 



CONFIDENTIAL BUSINESS INFORMATION 

CBI Cross Reference Number 1 This cross reference number noted 
on a place holder page is used in 
place of the following whole page 
at the indicated volume and page 
references 

The deleted Page is attached immediately behind this page. 

Pages Reason for Deletion FIFRA Reference 

37 & 38 Discloses commercial information §lO(d)(l)(A), (B) or (C) 

~ .. :~ 

Confidential Attachment Monsanto OO-CR-032E-19 Page 2 of 4 



. ~ 
Page ___ is not included in this copy. 

Pages\~- through\~1 are not included in this copy. 

The material not included contains the following type of 
information: 

Identity of product inert ingredients. 

Identity of product inert ~purities. 

--- Description of the product manufacturing process. 

Description of quality control procedures. 

Identity o·f the source of product ingredients. 

Sales or other commercial/financial information. 

___ .. A draft product label. 

V'" The product confidential statement of formula. 

Information about a pending registration action. 

FIFRA registration data. 

The document is a duplicate of page(s) 

The document is not responsive to the request. 

The information not included is generally considered confidential 
by product registrants. If you have any questions, please 
contact the individual who prepared. the response to your request. 
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oEPA 
Form Approved OMB No. 2070·0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The.publlc reporting burden for this collection of information Is estimated to average 0.25 hours per response for reglstraUon activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street, S.W., Washington DC 20460. Do not send the form to this address. 

DATA MATRIX . 
Date: february 20, 2003 EPA Reg. No./File Symbol: 524-LEI 1 Page I of 16 

Applicant's/Registrant's Name & Address: 

Monsanto Com_Q_an)', 600 13th Street, N.W., Suite 660, Washington, D.C. 20005 Product: Corn Event MON 863 

Ingredient Bacillus thuring iensis Cry3Bb 1 and the genetic material neccssar for its production vector ZMIR 13L) in event MON 863 com 

Guideline Reference Number Guideline Study Namo MAID Number Submitter Status Note 

Administrative Materials for Amendment of Application 
151-20. 151-21, 151-25 to Registrnter of a Bacillus rhuringien.rls Cry3Bbl Protein 
885.1100 and the Genetic Material (Vector ZMIR 13L) Necessary 
885.1200 for its Production in Com Event MON 863; EPA Ftle Dated 
885.1 soo Symbol LEI-524. 455770-00 Monso.nto Company OWN January 8. 2002 

151-20, 153-4 Holle.schak, G., R.E. Hileman and J.D. Astwood (2001). 
'885.1100 lnununo-detectability of NPTil Protein in the Grain of 
885.2200 Insect Protected Com Event MON 863 After Heat Dated 

Treatment MSL-17300. 455382-09 Monsanto Company OWN NovemberS 2001 

151-20, 151-21. 151-22, 151-26 
885.1100 Cavato, T.A., E. C. Rigden, D.W. Mittanck and R.P. 
885.1200 Lirette (2001). Amended Report for MSL-16505: 
885.1300 Molecula.r Analysis of Com Event MON 863. MSL- Dated 
885.2100 17152. 454240-02 ·Monsanto Compan_y_ OWN M8}'21 2001 

Hollescho.k, G., R.E. Hileman and J.D. Astwood (2001). 
151·20, 153-4 Amended Report for MSL-16597: lrnmunodetectability 
885.1100 ofCry3Bbi.II098 and Cry3Hb1.11231 Proteins in the 
885.2200 Grain of Insect Protected Com Events MON 863 and Dated 

MON 853 After Heat Treatment. MSL-17223. 454240-07 Monsnnto Company OWN May 21 2001 

151-23, 151-25, 153-4, 151-26, Dudin, Y.A., B-P. Tonnu, LD. Albee and R.P. Lirene 
885.1400, 885.1500 (2001). Amended Report for MSL-16559: B.t. ·· .. 
885.2200 Cry3Bb1.11098 and NPTD Protein Levels in Sample 

. .. ' 

885.2400 Tissue CoUected from Com Event MON 863 Grown in Dated 
885.2500 1999 Field Trials. MSL-171811. 454240-01 Monsanto Compan_y_ OWN Mll1_21, 2001 

Signature Name and Title Date 

Dennis P. Ward, Ph.D. February 20, 2003 

Regulatory_ Affairs Mgr. 

EPA Form 8570·35 (9·97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 
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oEPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 

WashinQton, D.C. 20460 ' 

Paperwork Reduction Act Notice: Tho public reporting burden for this collection of Information is estimated to average 0.25 hours per response for registration actlvltles and 0.25 hours per 
response for reregistration and special review activitles, Including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of Information, Including suggestions lor reducing the burden to: Director. OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street S.W. Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: February 20, 2003 EPA Reg. NoJFile Symbol: 524-LEI I Page 2 of 16 

ApplicanrstRegistranrs Name & Address: 

Monsanto Company, 600 13th Street, N.W., Suite 660, Washington, D.C. 20005 Product: Corn Event MON 863 

Ingredient Baeillus thurin iensis Cry3Bbl and the genetic material nccessarv for its oroduction (vector ZMIR13L) in event MON 863 corn 

Guideline Reference Number Guideline Studv Name MAID Number Submitter Status Note 

Administrative Materials in Suppor1 of the Registration of 

151-26 
Bacillus rhuringitnsls Cry3Bb Protein and the Genetic 

885.2100 
Material (Vector ZMIR 13L) Necessary for its Production 
in Com; and Amendment of the Previous Request for 
Eltemption from the Requizl:ment of a Tolerance, Dnted 

D~r~ooo . 451568-00 Monsanto Compan_y OWN June 20. 2000 
Petition from the Requizl:ment of n Tolerance for Bacillus 

151-26 
rhuringitnsis Cry!, Cry2. and Cry3 Classes of Proteins 

885.2100 
and the Genetic Material Necessary for the Production of 
'I'I=e Proteins In or On All Raw Agricultural 
Commodities When used as Plant-Pesticide Active Dated 

' .a: .... PP 7P4888 Monsanto Company OWN June 24. 1997 
Pilacinski, W. P. and M. W. Taylor (1999}. 

151-26 
Administrative Materials in Support of the Registration of 

88S.2100 
the Plant-Expressed Protectant Bacillus rhuringitnsis 
Com Rootwonn Control Protein, as Produced in the Com 
(Zta mays, L), and the Amendment to the Previous Dated 
D ... ,. ..... r _.. .. ..; ..... ~:-- _ ..... D .... :--...... • ~ .. 449043-00 Monsanto Company OWN Aumst 19, 1999 

151·26 
88S.2100 Hileman, R.E. and J.D. Astwood (2001). Additional 

Characterization of the Cry3Bb I Protein Produced in Dated 
Com E\·cnt MON 863. MSL.r17137. 454240·10 Monsanto Company OWN May 21 2001 
Thoma, R.S .. G. Holleschak, R.E. Hileman and J.D. 

151·26 
Astwood (2001). Primary Structural Protein 

885.2100 
Chnractcri1.ation of.Com Event MON 863 
Cry3Bbl.11098 Protein Using N-tcnninal Sequencing 
und MAU>I Time of Flight Mills Spectrometric Dated 
'T',..,.. ...... : ..... "•rr 1., 1 c .4 4S4240-11 Monsanto Compnny_ OWN · May 21. 20ill 

Signature Name and Title Date 

Dennis P. Ward, Ph.D. February 20, 2003 

Regulatory Affairs Mgr. 

EPA Form 8570-35 (9·97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 
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&EPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S;W. 

· Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including limo for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of Information, Including suggestions for reducing tho burden to: Director, OPPE Information Management Division {2137), U.S. Environmental Protection Agency, 
401 M Street S.W. Washington DC 20460. Do not sond the form to this address. 

DATA MATRIX 

Date: February 20, 2003 EPA Reg. No./File Symbol: 524-LEI I Page 3 of 16 

Applicanrs/Registranl's Name & Address: 

Monsanto Company, 600 13th Street, N.W., Suite 660, Washington, D.C. 20005 Producl: Corn Event MON 863 

Ingredient BaCillus thurin iensis Cry3Bbl and the genetic material necessary for its production (vector ZMIR13L) in event MON 863 corn 

Guideline Reference Number Guideline Study Name MAID Number SubmiHer Status Note 

Hileman, R.E., G. Hollc:schak, L.A. Turner, R.S. Thoma, 
151-26 C.R. Brown and J.D. Astwood (2001 ). Characterization 
885.2100 and Equivalence of the Cry3Bb I Protein Produced by £. 

coli Fennentation and Com Event MON 863. MSJ.-. Dated 
17274. 455382-01 Monsanto Company OWN November 5 2001 

Hileman, R.E., E.A. Rice, R.E. Goodman and J.D. 

151-36 Astwood (200 I). Bioinformntic• Evalunlion of the 

885.2200 Cry3Bbl Protein Produced in Com Event MON 863 
Utilizing Allergen, Tollin and Public Domain Protein Dated 
Databases. MSJ.-.17140. 454240-08 Monsanto Company OWN Mny21, 2001 

~85.2250 ~ No! applicable sinc~3Bbi,Proteln11t!f• ~)CJ. .Ctl» 

~-·.:-
~I,Pf.toxieoiOgl'Cal concern and then: is no requirement ~· 

for a tolerance in animal tissues. 

ISI-25 
885.2300 D. Kolwyck, B-P. Tonnu, Y. A. Dudin, T. Plocsser and K. 

Gus!Jlfson (200 I). Validated Method for Extraction and Dated 
Direct ELISA Analysis ofCry3Bb1 in Com Grain. 453731-01 Monsanto Company_ OWN April7 2001 

-
885.2350 -

Not applicable since !here is nn • -· 1 JUbl 
tolcran<".t! ;" ues. 

Signature Name and Title Date 

Dennis P. Ward, Ph.D. February 20, 2003 

Regulatory Affairs Mgr. 
-

EPA Form 8570-35 {9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 
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&EPA 
Form Approved OMB No. 2070·0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 

WashinQton, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information Is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special reviow activities, including time for reading the Instructions and completing the necessary forms. Send comments regarding the burden esUmate or any 
other aspect of this collection of information, Including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street S.W .. Washlnqton, DC 20460. Do not send tho form to this address. 

DATA MATRIX 

Date: February 20, 2003 EPA Reg. No./File SYmbol: 524-LEI I Pag~4of16 
Applicant's/Reglstrant's Name & Address: 

Monsanto Company, 600 13th Street, N.W., Suite 660, Washington, D.C. 20005 Product: Corn Event MON 863 

Ingredient Bacillus thurin iensis Cry3Bbl and the genetic material necessary for its oroduction (vector ZMIRI3L) in event MON 863 corn 

Guideline Reference Number Guideline Studv Name MAID Number Submitter Status Note 

-~ s .. ~~\c.i 151-27 
. 400 · · · ......... ;n be ., n>rt nr th~ ~'lii!'.\'.J~··~~ 

mdcpc:ndcnt laboralury method validation work lhat is ~"Jo··· 

ongoing. 

Dudin. Y.A., 8-P. TorUIU, LD·. Albee and R.P. Lirclle 
153-4 (2001). Amended Report for MS1.,16559: B.t. 

" 885.2500 Cry3Bbl.ll098 and NPTU Protein Levels in Sample 
Tissue Collecled from Com Even I MON 863 Grown in Dated 
1999 field Trials. MSL.-171811. 454240-01 Monsanto Company OWN May 21,2001 

885 ... ~, 

Not applicable Eince there is no need for a Cry3Bb I -
tolerance in animal tissues. 

885.2600 
~-- -...... ---- ____________ ,.. 

Not applicable since !here are not e.xpccted to be any 
water residues of to.Ucological concern. 

885.2600 
~~~\~ 

McKee, M.J. (2001) Bluegill Dietary Toxicily Srudy for 
lhe Bacillus thuringitnsis CryJHbl Pro1ein Varian1: A Dated 
Waiver ReQuesl. MSL-17383. 455382·00 Monsanlo Company OWN November 5. 2001 

Signature Name and Title Date 

Dennis P. Ward, Ph.D. February 20, 2003 

____ ~. ---~ Regulat~ry Affairs Mgr. 
EPA Form 6570·35 (9·97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Uso Copy 
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&EPA UNITED STATES ENVIRONMENTAL PROTECTION.AGENCY 
Form Approved OMB No. 2070-0060 

401 M Street, S.W. 
Washington, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, Including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of Information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street S.W. WashinQton, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: February 20, 2003 EPA Reg. No./File Symbol: 524-LEI I Page5ofl6 

Appllcant's/Registrant's Name & Address: 

Monsanto Company, 600 13th Street, N.W., Suite 660, Washington, D.C. 20005 Product: Com Event MON 863 
Ingredient Bac;?tus thurin iensis Cry3Bbl and the genetic material necessary for its production (vector ZMIR13L) in event MON 863 com 

Guideline Reference Number Guideline Study Name MAID Number Submitter Status Note 

A.stwood, J.D., R.E. Hileman, M.J. McKee, T.J. Rydel, 
152-30 J.W. Seale and L. English (2001). Safety Assessment of 
885.3050 Cry3Bbl Varianu in Com RootwomJ Protected Com. 

MSJ..,.I7225. A pathogenicity determination is not Dated 
ai>Jllicable since Cry3Bb I is not a living organism. 454240-09 Monsanto Company OWN Mny21, 2001 

DoMene, K.L. and P.O. Pyla (2001). An Acute Oral 
152-30 Toxicity Study in Mice with E. coli Produced 
885.3050 Cry3Bb1.11098(Q349R) Protein, Amended Final Report. 
885.4150 MSL-17382. A pathogenicity detennination is not Dated 

applicable since Cry3Bbl is not a tiving orp,anisrn. 455382-02 Monsanto Company OWN November 5 2001 
L..cach, J.N., R.E. Hileman and J.D. Astwood (2001). 

152-30 
Assessment of the in vitro Digestibility of Cry3Bb I 
Protein Purified frorn Com Event MON 863 and 

885.3050 Cry3Bbl Protein Purified frorn E. coli. MSJ..,.I7292. A 
pathogenicity determination is not appticable since Dated 

r-·7<' ,_ ~ "·"~~ ---~' 455382-03 Monsanto Com_l)any OWN November 5 2001 

Hileman, R.E., J.N. Leach and J.D. A.5twood (2001). 
152-30 Assessment of the in vitro Digestibitity of 
885.3050 Cry3b8b1.11098(Q349R) Protein in Simulated Intestinal 

Fluid. MSL-17530. A pathogenicity detennination is not Dated 
apiJiicable since Cry)Bb I is not a living organism. 455770-02 Monsanto Company OWN Januasy 8 2002 

152-31 
152-34 

Not applicable since Cry3Bb I is a plant-incorporated 152-35 
885.3100 active ingredient. is present at low levels, and there is 

tinle opponuniry for dennal or ocular contact. 

Signature Name and Title Date 

Dennis P. Ward, Ph.D. February 20, 2003 

Regulatory Affairs Mgr. 
-------

EPA Form 6570-35 (9-97) Electronic and Paper versions available. Submit only Paper vorsion. Agency Internal Use Copy 
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oEPA 
Form Approved OMB No. 207o-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street., S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information Is estimated to average 0.25 hours por response for registration activities and 0.25 hours per 
response for reregistration and special review activities, Including lime for reading the Instructions and completing the necessary forms. Sond comments regarding the burden estimate or any 
other aspect of this collection of information, Including suggestions for reducing tho burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street S.W., Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Dato: February 20, 2003 EPA Reg. No./File Symbol: 524-LEI 1 Page 6 of 16 

Appllcant's/Registrant's Name & Address: 

Monsanto Company, 600 13th Street, N.W., Suite 660, Washington, D.C. 20005 Product: Com Event MON 863 

Ingredient Bilcil/us thurin iensis Cry3Bbl and the genetic material necessary for its production (vector ZMIR.l3L) in event MON 863 com 

Guideline Reference Number Guideline Study Name MAID Number Submitter Status Note 

Not applicable since Cry3Bb I is a plant-incorporated 
152-32 active ingredient, is present at low levels, and there is 
885.3150 little opportunity for human inhalation exposure. A 

pathogenicity detennination is not applicable since 
Cry3Bbl is not a livin~ or1,anism. 

152-33 
885.3200 

Not appUcable since CryJBbl protein is neither infective 
nor patho!!;enic. 

ISV-~ 
152-37 ~Jt-"l~ There is no clear published evidence that ha.~ 
152-38 demonstrated clinical allergic reactions to Bt crystal 
885.3400 proteins. Monitoring for hypc:nensitivity incidents can 

be implemented after rep,istration is granted. 

152·39 
885.3500 

Not applicable since CryJBb I is not a virus. 

152-42 
·"' ~ CryJBbl is plant-incorporated, is 885.3600 
present at low lcvClr'nrebm grain, and is rapidly 
degraded in the digestive traclcs of mammals. 

Signature Name and Tille Date 
.. 

Dennis P. Ward, Ph.D. February 20, 2003 

~~ -- -- -
Regulatory Affairs _Mgr. ___ -- ----------~- ---- -

EPA Form 8570·35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 
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oEPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
. . 401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of lnlormatlon is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
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DATA MATRIX 

Date: February 20, 2003 EPA Reg. No./File S~bol: 524-LEI I Page 7 of 16 
Applicant's/Registranrs Name & Address: 

Monsanto Comnany. 600 13th Street, N.W., Suite 660, Washington, D.C. 20005 Product: Corn Event MON 863 

Ingredient Ba"'cillus tlzurin iensis Cry_3llbl and the genetic material necessary for its produclion(vector ZMIR13Ll in event MON 863 corn 

Guideline Reference Number Guideline Study Name MAID Number SubmiHor Status Note 

' 
Not appli:~~ ;__... t-incorporated, is 885.3650 
present all vets in com grain, and is rapidly 
dciUllded i the digestive trnclcs of mammals. · 

Gallagher, S.P., J. Grimes and J .B. Beavers ( 1999). 
154-16 Bacillus thuringitnsi.r Protein 11231 in Com Grain: A 
885.4050 Dietary Toxicity Study with the Northern Bobwhite. 

MSL-16161. A pathogenicity detennination is not Dated 
applicable since CryJBbl is not a living organism.\ 449043-15 Monsanto Company OWN Au_g~J_sl 19, I 999 

154-17 fli'~E)-~ ['f~; c , e tat I cre1s 
885.4100 ttle pp t v inh< 11 e s • A 

pathogenicity detcnnin 'on is not applicable since 
G_ry3Bbl is not a living organism. 

Not applicable since there is no reason to suspect that 

154-18 wild mammals would be any moie sensitive to Cry3Bbl 

885.4150 than laboratory miU1llllllls. Ma.mma!J do not possess Cry 
protein receptors. A pathogenicity determination is not 
applicable since Cry3Bbl is not a livin_g~oreanism. 

u, M.H. and E. H. Robinson ( 1999). Evaluation of Insect 
154-19 Protected Com unes MON 853 and MON 859 as a Feed 
885.4200 Ingredient for Catfish. MSL-16164. A pathogenicity 

det~nnination.ls _nqt applica~le since Cry3Bbl is no! a .... Dated 
living organism. 449043-19 Monsanto Company OWN August 19. 1999 

Signature Name and Title Date 

. Dennis P. Ward, Ph.D. February 20, 2003 

~~-- ------ - - -- Regulatory Affairs Mgr. 
-
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of Information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, Including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, Including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street, S.W. WashinQton DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: Fcbrull!)'_ 20, 2003 EPA Reg. No./File.Symbol: 524-LEI I Page 8 of 16 

AppllcanrstRegistranrs Name & Address: 

Monsanto Company, 600 13th Street, N.W., Suite'660, Washington, D.C. 20005 Product: Com Event MON 863 

Ingredient Bacillus tlrurin iensis Cry3Bbl and the genetic material necessary for itsproduction(vector ZMIR13L) in' event MON 863 com 

Guideline Reference Number Guideline Study Name MAID Number Submitter Status Note 

Drottar, K.R. and H.O. Krueger (1999). Bad/Ius 

154-20 
rhun'ngiensis Protein II 098 in Com Pollen: 48-Hour 

885.4240 
Static Renewal Acute To.Ucity Test with the Cladoceran 
(Daphnia magna). MS1.,.15988. A pathogenicity 

Dated 
determination is not applicable since Cry3Bb1 is not a 

449043-18 Monsanto Coropany" OWN August 19 1999 •:.: 

Vcom is not typically grown in close proxlmity to . 
154-21 ( estuarine or marine environments. Pollen drift into these 
885.4280 environments would not result in wates I"C.!idues of 

to.Ucological concern. A pathogtnicity determination is 
not applicable since Cry3Bbl is not a living orp,anism. 

' ~tr~ 
: 

154-22 
885.4300 

Not applicable 5incc Cry3Bb 1 is plant-incorporated and 
not 'applied' to crops. 

Palsner, S.J. and H.O. Krueger (1999). Bacillus 
154-23 rhuringiuuis Protein 11231: Dietary To.Ucity Study with 
885.4340 the Lai.lybird Beetle ()fippodamia convergens). MSL-

16166. A pathogenicity determination is not applicable ·Dated 
since Cry3Bb I is not n living o'Kanisro. 449043-14 Monsanto Compa.ny OWN August 19 1999 

Hoxter, K.A., S.J. Palmer and H.O. Krueger (1999). 
154-23 Bacillus thuringiensis Protein 11231: An Acute Toxicity 
885.4340 Study with Earthworm in an Artificial Soil Substrate. 

.. 
MSL-16162. A pathogenicity determination is not Dated 
applicable since Cry3Bb I is not a livinr. organism. 449043·16 Monsanto Company OWN Augt~st 19 1999 

Signature Name and Title Date 

Dennis P. Ward, Ph.D. February 20, 2003 

Regulatory Affairs Mgr. 

~ EPA Form 8570·35 (9·97) Electronic and Paper versions available. Submit only Paper version. 

~'""Monsanto Company OO-CR-032E-19 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, s~w. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of inlormalion Is estimated to average 0.25 hours per response for registration acHvilies and 0.25 hours par 
response for reregistration and special review activities, including time for reading tho instructions andcompletlng the necessary fonns. Send comments re'garding tho burden estimate or any 
other aspect of this collection of Information, including suggestions for reducing tho burden to: Director, OPPE Information Management Division (2t37), U.S. Environmental Protection Agency, 
401 M Street S.W. Washinoton DC 20460. Do not send tho form to this address. 

DATA MATRIX 

Date: r:ebru<II}' 20, 2003 EPA Reg. No./FIIe S)lffibol: 524-LEI I Page 9 of 16 
Applicant's/Registrant's Name & Address: 

Monsanto Comnany, 600 13
111 

Street, N.W., Suite 660, Washington, D.C. 20005 Product: Corn Event MON 863 

Ingredient Bacillus thurin iensis Cry3Bbl and the genetic material necessary for its production (vector ZMIR 13L) in event MON 863 com 

Guideline Reference Number Guideline Study Nemo MAID Number Submitter Status Note 

• Teixeiru, D. ( 1999). Assessment of Chronic Toxicity of 
154-23 Com Tissue Containing the Bacillus rhurlngiensis 
885.4340 Prot.cin 11098 to CoUembola (Folsomia candida). MSJ., 

I 5988. A pathogenicity determination is not applicable Dated 
since Crv3Bbl is not a livine organism. 449043-17 Monsanto Com_pany OWN Augt~st 19, 1999 

Palmer, S.J. nnd 11.0. Kruceer ( 1999). Bacillus 
154-23 thuringitnsis Protein 11231: A Dietary Study with Green 
885.4340 Lacewing Larvae (Chrysoptrla camta). MSI..rl6165. A 

pathogenicity determination is not appUcable since . Dated 
Cry3Bb I is not a living organism. 449043-12 Monsnnto Com_Q_anj' OWN AUF.USt 19, 1999 

Pnlmes, S.J. and H.O. Krueger ( 1999). Bacillus 
154-23 thuringi~nsis Protein 11231: A Dietary Study with the 
885.4340 Parasitic Hymenoptera (Nason in virriptnnis). MSI..,. 

1616. A pathogenicity determination is not applicable Dated 
since Cry3Bb I is not a Uving organism. 449043-13 Monsanto Co111pany OWN Augustl9, 1999 

Head, G. (2001). Research on the Effecl.l of Com 
154-23 Rootwonn Protected Transgenic Com Events on 
885.4340 Nontarget Organisms: Preliminary Repon. A 

pathogenicity determination is not applicable since Doted 
Cry3Bb I is not a living organism. 453484-02 Monson to Company .. OWN February 20 2001 
Duan, J.J .. G. Head, M. McKee nnd T.E. Nickson (2001). 

154-23 
Dietary Effects ofTrnnsgenic Bacillus rhuringitnsis (Bq 
Com Pollen Expressing a Variant of Cry3Bb I Protein on 

885.4340 Adults of the Ladybird Beetle. Coltomtgilla macula ca. 
MSI..r16936. A pathogeniciry dct.cnninarion is not Dated .. __ ,. 

I ·-- r .10~ ·.- • - 453613-01 Monsanto Company OWN March 20, 200J 

Signature Name and Title Date 

Denn.is P. Ward, Ph.D. February 20, 2003 

Regulatory Affairs ~· 
-·--

EPA Fonn 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S;W • 

Washington, D.C. 20460 
Paperwork Reduction Act Notlco: The public reporting burden for this collection of Information Is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special roview activities, including time for reading the Instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of Information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street S.W. WashlnQton DC 20460. Do not send the form lo this address. 

DATA MATRIX 

Date: February 20, 2003 EPA Reg. No./File Symbol: 524-LEI I Page lOaf 16 

Applicant's/Registrant's Name & Address: 
Monsanto Company, 600 13 111 Street, N.W., Suite 660, Washington, D.C. 20005 Product: Com Event MON 863 

Ingredient Bacillus thurin iensis Cry3Bbl and the ~enetic material necessary for its production (vector ZMIRI3L) in event MON 863 corn 

Guideline Reference Number Guideline Studv Name MAID Number Submitter Status Note 
Bryan, R.L, J.R. Porch and li.O. Krueger (2001). 

154-23 
Dietary Effects of Transgenic BT Com Pollen Expressing 

885.4340 
a Variant of Cry3Bbl Protein on the Ladybird Beetle, 
llippodamia convtrgcn~. MSJ.,I7171. A pathogenicity 

Dated determination is not applicable since Cry3Db I is not a 
1: •• :-- ......... • .. 453613-02 Monsanto Company OWN March 20, 2001 
Bhatti, M.A., C.L Pilcher, M.J. McKee, T.E. Nickson, 

154-23 
G.P. Hud and C. D. Pilcher (2001 ). Field Evaluation for 

885.4340 
the Ecological Impact of Com Rootwonn Insect-Protected 
Com on Non-Target Organisms. MSJ.,J7179. A 

Dated pathogenicity determination is not applicable since 
455382·06 Monsanto ComJlanY OWN November 5 2001 ,.._,"!DL.t ; ... • .. ~ •• :.,. ............. 

Duan, JJ., M.J. McKee and T.E. Nickson (2001). 

154-23 
Dietary Effects of Transgenic Bacillus thuringiensis (Bt) 

885.4340 
Com Pollen Expressing a Variant ofCry3Bbl Protein on 
Larvae of the U!dybird Beetle, Co/come gil/a macula to. 

Dated MSJ., 16907. A pathogenicity determination is not 
.... 1: ..... a..1 ..... : ...... r-.1U\.I : ........ •: .. : ................. : ... 455382-04 MonsMto Company OWN November 5 2001 
Sears, M. and M. MattiJa (2002). Determination of the 

154-23 
Toxicity of Com Pollen Expressing a Cry3Bbl Variant 

885.4340 
Protein to Flllt In star Monarch Bunerfly Larvae (Dan us 
plaippus) via U!borntory Bioassay. MSI., 17235. A 

Dated pathogenicity detennination is not applicable since 
r .... .,D'-1 : ......... 1: .: ... ... ....... 455382·05 Monsanto Company OWN November 5 2001 

154-23 Head. G., M. Pleau, S. Sivausupramanian and T. Vaughn 
885.4340 (2001). lruecricidal Spectrum Qf Activity for Cry31lb .. 

Protein in vitro. C3NTO. A pathogenicity d.,rerminarion Dated 
i! nor aoolicable since Cry)Hbl is nor a livin~ or~:mism. 455382,07 Monsanto Company OWN November 5. 2001 

Signature Name and Title Date 

Dennis P. Ward, Ph.D. February 20, 2003 

- ~-- ~ ~ ~--

Regulatoll'.A[fairs Mg!. 
EPA Fonn 8570-35 (9·97) Electronic and Paper versions available. Submit only Paper version. Agoncy Internal Use Copy 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, Including time for reading the Instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street. S.W., Washington DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: February 20, 2003 EPA Reg. No./File Symbol: 524-LEI l Page II of 16 
Applicanl's/Registrant's Name & Address: 

Monsanto Comp11ny, 600 13th Street, N.W., Suite 660, Washington, D.C. 20005 Product: Corn Event MON 863 

Ingredient Ba'cillus thurin iensis Cry3Bb I and the ~enetic material ncceSS¥Y for its production (vector ZMIR 13L) in event MON 863 corn 

Guideline Reference Number Guideline Study Name MAID Number Submitter Status Note 

Duan, J.J., M. J. McKee; 0. Head and C.R. Brown 
154-23 (2002). Endangered Species Impact Assessment for 
885.4340 Cry3Bbl Protein in Transgenic Com Event MON 863. 

MSL-17614. A palhogenicity th:tc:nninatiori is not Dated 
applicable since c_ry3Bbl is not a living organism. 455770-03 Monsanto Company OWN January_ 8 2002 

Head, G. (2002). Research on the Effects of Com 
154-23 Rootwonn Protected Transgenic Com Events on 
885.4340 Nontarget Organisms: Preliminary Results. A 

pathogenicity detennination is no! applicable since Dated 
(:ry3Bbl is not a living organism. 456530-03 Monsanto Company OWN April9,2002 
BhaMi, M.A .. 1. D. Dullll, C. L. Pilcher. C. D. Pilcher, M. 

154-23 
J. McKee, T. E. Nickson, G. P. Head and C. Jiang (2002). 
Ecological Assessment of Nontarget Organisms in the 

885.4340 Plots of Com Rootworm Insect Protected Com Hybrid Dated 

Containing MON 863 Event: 2000- 2001 field Trials. September 10, 
D ~ ... - \ .f("Y 1-,c:''l t A ...... \.,...,..., ... : ... : ... ,4,.,,. : ...... : ...... : ... Monsanto Company OWN 2002 

Sindennann, A. B., J. R. Porch and II. 0. Krueger (2002). 
154-23 Evaluation of a Cry3Bbl Protein Variant in an Acute 
885.4340 Toxicity Study with the Earthworm in an Artificial Soil Dated 

Substrate. MSL-18137. A pathogenicity detenninution September 10, 
is not applicable since Crv3Bbl is notaliving_orgllllism. Monsanto Company_ OWN 2002 

154-24 Maggi, V.L. (1999). Evaluation of the Dietary Effects of 
' .. 

885.4380 Purified Bacillus thuringitmsis Protein 11231 on Honey 
Bee Larvae. MSL-16168. A pathogenicity detennination Dated 
is not applicable since CryJBbl is not a livinp, orr.nnism. 449043-10 Monsanto Com_])anY OWN August 19, 1999 

Signature Name and Title Date 

Dennis P. Ward, Ph.D. February 20, 2003 

Regulatory Affair~. 
- - -

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Uso Copy 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 

WashinQton, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special revtew activities, including time for reading the Instructions and completing the necessary forms. Send commenls regarding the burden estimale or any 
other aspect of this collection of Information, including suggestions for reducing. the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street S.W., Washinaton DC 20460. Do not send the form to this address. · 

DATA MATRIX 

Date: February 20, 2003 EPA Reg. No./File Symbol: 524-LEI I Page 12 of 16 

ApplicanrsJRegistranrs Name & Address: 

Monsanto Company, 600 13lh Street, N.W. Suite 660, Washington. D.C. 20005 Product: Corn Event MON 863 

Ingredient Bacillus thurin iensis Cry3Bbl and the genetic material necessary for its production (vector ZMIR13L) in event MON 863 corn 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

Maggi, V.L (1999). Evaluation ofthe Dietary Effect(s) 
154-24 of Purified Bacillus thurlnglensis Protein 11231 on Adult 
885.4380 Honey Bees (Apis mdlifua L). MSL-16169. A 

pathogeniciry determination is not applicable since Dated 
Cry3Bbl is not a Jivinl! orunism. 449043-11 Monsanto Company OWN AUf!USt 19, 1999 

154-26 
885.4600 Not applicable; no triggen hit for tier m testing. A 

pathogcniciry determination is not npplicable since 
Cry3Bbl is not alivinl!: orl!:anism. 

154-28 
885.4700 Not applicable; no triggen hit for tier m testing. A 

pathogeniciry determination is not applicable since 
Cry3Bb1 is not a living orl!anism. 

154-29 
885.4750 Not applicable 1ince com is not grown in an aqueous 

environment. A pathogenicity detennination is not 
applicable since Cry3Bbl is not a living organism. 

Martin, J.W., M.J. McKee, S. Dubelman and Y.A. Dudin 
(2000). Aerobic Soil Degradation of the 8.1. Protein 

885.5200 II 098 n.s a Component of Insect Prole~ted Com, MSL- ••; .. .. 
16440; an unpublished uudy conduclcd by Monsanlo Dated 
Company. 451568-04 Monsnnlo Company_ OWN June 20. 2000 

Signature Name ami Title Date 

Dennis P. Ward, Ph.D. February 20, 2003 

-
Rc_gulatory AffairJi Mgr. 

EPA Form B57Q-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 
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Foim Approved OMB No. 2070..0060 

UNITED STATES ENVIRONMENTAL.PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Noll co: The public reporting burden for this collection of Information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time lor reading tho instructions and completing the necessary fonns. Send comments regarding the burden estimate or any 
other aspect of this collection of Information, Including suggestions for reducing tho burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street S.W. Washinoton DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: February 20, 2003 EPA Reg. NoJFile Symbol: 524-LEI I Page 13 of 16 

Applicant's/Reglstrant's Name & Address: 
Monsanto Cornp~ny, 600 13th Street, N.W., Suite 660, Washin~ton, D.C. 20005 Product: Corn Event MON 863 

Ingredient /Jacillus thurin iensis Cry3Bb I and the genetic material necessary for its production (vector ZMIR 13L)in event MON 863 com 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

Dubelman, S .. B. Ayden, M. Mueth, J. A. Warren, C. 
Jiang, J. Bookout andY. Dudin (2002). Aerobic Soil 

885.5200 Degradation of tl1e Bacillus thuringi~nsis Cry3Dbl Dated 
Variant Protein Produced in Com Rootworm Protected September 10, 
Com Event MON 863. MSI.,I7102. Monsanto Company OWN 2002 

885.5300 
Not applicable since com is not grown in an aqueous 
environment. 

885.5400 
Not applicable since com is not grown in an aqueous 
environment. 
Miller, D. (2000). Public Interest Document Supporting 
the Registration and Exemption from the Requirement of 
a Tolerance for the Plant-Incorporated Protectant, 
Bacillus thuringi~nsis Cry3Bb Protein, an~ the qenetic 
Material Necessary for its Production in Com (Vectort · 

.. Dated 

7'~'o'"'' _7'\_•mr'lt .. - ... ~•tntAt\ 450297-01 Monsanto Company_ OWN January 13,2000 

,. ... .. . · .. . ... , . .-· .......... .. . . •
0

000 OM 

Vaughn, T. (200 I). Preliminary Results of Research an 
Insect Resistance Management for a Transgenic Com Dated 
Roo~·orm Control Product. 453484-01 Mon~anto Comp~ny OWN February 20, 2001 

Signature Name and Title Date 

Dennis P. Ward, Ph.D February 20, 2003 

Rc~ulatory Affairs Mgr . 

EPA Form 8570-35 (9:97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 
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&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

Form Approved OMB No. 2070-0060 l 
401 M Street, S. W • 

Washington, D.C. 20460 .. 
Paperwork Reduction Act Notlco: Tho public reporting burden for this colloction of information Is estimated to average 0.25 hours per response lor registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading tho instructions and completing the necessary forms: Send comments regarding the burden estimate or any 
other aspect of this collecllon of information, including suggestions for reducing tho burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Stroot S.W. WashinQton DC 20460. Do not send tho form to this address. 

DATA MATRIX 

Date: February 20, 2003 EPA Reg. No./FIIe Symbol: 524-LEI I Page 14 of 16 

Applicant's/f!ogistrant's Name & Address: 

Monsanto Company, 600 13th Street, N.W., Suite 660, Washington, D.C. 20005 Product: Corn Event MON 863 

Ingredient Bacillus thurin iensis Cry3Bbl and the genetic material necessary for its production (vector ZMIR13L) in event MON 863 com 

Guideline Reference Number Guideline Study Name MAID Number 

Pilcher, C.D., J.K. Mcf"Crson and D.P. Ward (2001). 
Agronomic Equivalency of Com Event MON 863 
Hybrids as Determined in Year 2000 Field Trials. 453484-03 

Pilcher, C.D. (2001 ). Efficacy of MON 863 Against 
Com Rootwonn and Comparison to lruecticide 
Treatments- Results of Year 2000 Field Trials. 453613-03 

Administrative Materials in Suppon of the Application 
for Registration of Event MON 863: Com Rootworm 
Protected Com (Vector ZMIRI3L); EPA FLie Symbol 
S24-l.EI 454240-00 

Administrative Materials in Suppon of the Application 
for Registration of Event MON 863: Com Rootworm - Protected Com (Vector ZM!RI3L); EPA FLie Symbol 
S24-LEI 455382-00 
Vaughn, T.T., M. Plcau, R. Knutson and T. Coombe 
(2001) .. Comparing the Efficacy of MON 853 and MON 
863 to Three Com Rootworm Species, Northern Com 
Rootworm (Diabrorica barbtn), Southern Com 
Rootwonn (0. urtdui1J1(luncrara howardl). and Western 

455382-08 
~ . . . . --~--

Signature 

EPA Form 8570·35 (9·97) Eloctronic and Papor versions available. Submit only Paper version. 

Monsanto Company OO-CR-032E-19 

Submitter 

Monsanto Company 

Monsanto Company 

Monsanto Company 

Monsanto Company 

Monsanto Company 

Name and Title 

Dennis P. Ward, Ph.D 

Reg_ulato_!Y Affaiis Mgr. 

Status Note 

Dated 
OWN February 20 2001 

Dated 
OWN March 20, 2001 

Dated 
OWN Mny 21 2001 

Dated 
OWN NovemberS 2001 

On ted 
OWN November 5, 2001 

Date 

February 20, 2003 

Agency Internal Use Copy 
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oEPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Roduct19n Act Notice: The public reporting burden lor this collection of information is estimated to average 0.25 hours per response lor registration activities and 0.25 hours per 
response lor reregistration and special review activities, Including lime lor reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions lor reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street, S.W .. WashlnQton DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: February 20, 2003 EPA Reg. No./File Symbol: 524-LEI J Page IS of 16 

Applleant's/Rcgistrant's Name & Address: 

Monsanto Company, 600 13th Street, N.W., Suite 660, Washington. D.C. 20005 Product: Com Event MON 863 

Ingredient Bacillus thurin iensis Cry3Bbl and the genetic material nccess<lf)' for its production (vector ZMIR 13L) in event MON 863 com 

Guideline Reference Number Guideline Study Name MAIO Number Submitter Status Nota 

Vaughn, T., D. Ward, J. Pershing, G. !lead and J. 
McFerson (200 I). An Interim Insect Resistance 

.. 
Management Plan for Com Event MON 863: A 
Transgenic Corn Rootworm Control Product. MSI.,.. Dated 
17556. 455770-01 Monsanto Company OWN January 8. 2002 

Ward, D. P. (2002). Public Interest Assessment 
Supporting Registration of Bacillus thuringitnsis 
Cry3Bb I Protein and the Genetic Material (Vector 
ZMIR I 3L) Necessary for its Production in Com Event Dated 
MON 863. MS1.,..17766. 456530-01 Monsanto Company OWN April9,2002 

Mitchell, P. D. (2002). Yield Benefit of Com Event Dated 
MON 863. MS1.,..17782. 456530-02 Monsanto Company OWN April9 2002 

Alston, J. M .. J. lly'de and M. C. Marra (2002). An Ex 
Ante Analysis of the Benefits from the Adoption of 
Monsanto's Corn Root worm ResisUnt Varietal 

Dated 
~ 

Technology- Yield Rootworm. MS1.,..17993. 456923-01 Monsanto Company OWN June 10, 2002 

Stone, T. (1993). Administrative Materials in Support of 
151.20 the Exemption from the Requirement of a Tolerance for Dated 

Neomycin Phosphotransferase D 11.'1 a Plant Pesticide November 23, 
Formulation tnen ln~redient. 93·132E 430.547-00 Monsanto Company OWN . 1993 

Signature Name and Title Date 

Dennis P. Ward, Ph.D February 20, 2003 

Regulatory Affairs Mgr. 

EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 
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oEPA 
Form Approved OMB No. 2070·0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden lor this collection of information Is estimated to average 0.25 hours per response lor registration activities and 0.25 hours per 
response lor reregistration and special review activities, including lime lor reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, Including suggestions lor reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street S.W., Washington DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: February 20, 2003 EPA Reg. No./File Symbol: 524-LEI I Page 16 of 16 
Applicanrs/Aegistrant's Name & Address: 

Monsanto Company, 600 13th Street, N.W., Suite 660, Washington, D.C. 20005 Product: Corn Event MON 863 

Ingredient Bacillus thurin iensis Cry3B b J. and the_gcnctic material necessruy for its production (vector ZMI.R 13Ll in event MON 863 corn 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 
.. 

Naylor, M. W. (1992). Acute Oral Toxicity Study of 
152-30 Neomycin Phosphotransferase (NPTII) in Albino Mice. Dared 

Mi;9t-409. A pathogenicity detcnnination is not November 23, 
applicable since Cry3Bb I is nor a Jivin~ or~anism. 430547-01 Monsanto Company OWN 1993 

Ream. J. E. (1993). Assessment of Degradation of 
Neomycin Phosphotrnnsferase U in In virro Mammalian 

152.30 Digestion Models. IRC-91-ANA-06. A pathogenicity Dated 
determination is flO! applicable since Cry3Bb I is not a November 23, 
living organism. 430933-02 Monsanto Company OWN 1993 

Lilerarure Cited in Submission Supporting the Exemption 
from the Requirement orB Tolerance for the Plaru Dated 
Pesticide Formulation Inert Ingredient Neomycin November 23, 
Phosphotrans ferase II. 430547-02 PL " 1993 

• . - .. . . .. . . .. . .. 

Signature Name and Title Date 

Dennis P. Ward, Ph.D February 20, 2003 

Regulatory Affairs Mgr. 

EPA Form 8570·35 (9·97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 
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Dennis P. Ward, Ph.D. 
Regulatory Affairs Manager 
(636) 737-6631 

Janet L Andersen, Ph.D. (7511C) 

MONSANTO 

February 14, 2q£>3 

Director, Biopesticides and Pollution Prevention Division 
Office of Pesticides Programs 
U.S.:Environmental Protection Agency 
Room 266A, Crystal Mall 2 
1921 Jefferson Davis Highway 
Arlington, VA 22202-4501 

Monsanto Company 
700 Chesterfield Pkwy West 
Che"sterfield, MO 63017 
PHONE (314) 694-1000 
FAX (636) 737-5943 
http://www.monsanto.com 

Subj: Monsanto acceptance of terms and conditions for registration of MON 863 
Response to your letter of February 14,2003 

Dear Dr. Andersen: 

Monsanto has carefully reviewed the contents of the Agency's MON 863 Cry3Bb1 Com Pre­
acceptance letter, dated February 14, 2003, and agrees to all terms and conditions set forth in 
this letter. In addition, we have submitted revised labeling that conforms to the refuge 
requirements as specified in said pre-acceptance letter. 

As indicated, it is Monsanto's intention to submit within 60 days a petition to convert the 
Cry3Bb1 time-limited tolerance exemption to a nonexpiring tolerance exemption. At the same 
time we will also be submitting an application to extend the length of the registration. 

Should you have any questions regarding our response please feel free to contact Dr. Russell 
Schneider in our Washington office (202-383-2866) or me directly (636-737-6631). 

cc: Russell Schneider, Monsanto 

Dennis P. Ward, Ph.D. 
Regulatory Affairs Man;l.:;~ .. 

.. . . ' . 



MONSANTO 

Dennis P. Ward, Ph.D. 
Regulatory Affairs Managn­
(636) 737-6631 

Document Processing Desk {APPL) 
Office of Pesticide Programs (7504C) 
U.S. Environmental Protection Agency 
Room 266A, Crystal Mall 2 
1921 Jefferson Davis Highway 
Arlington, VA 22202-4~01 

February 13, 2003 

Attn: Phillip 0. Hutton, Team Leader 90 

Monsanto Company 
700 Chesterfield Pkwy West 
Chesterfield. MO 63017 
PHONE (314 l 694-1000 
FAX (636) 737-59-13 
http://www.monsanto.ecm 

Subj: Amendment to application for registration of Com Event MON 863 
EPA File Syrnbol524-LEI 

Dear Mr. Hutton: 

In response to a request received from Mr. Mike Mendelsohn, we are providing a revised data 
matrix, label and Confidential Statement of Formula for Com Event MON 863. 

Enclosed with this submission are the following materials: 
• Application for Pesticide (EPA Form 8570-1) 
• Certification with Respect to Citation of Data (EPA Form 8570-34) 
• Data Matrix (EPA Form 8570-35) 
• Product label (5 copies) 
• Confidential attachment . 

Except for the materials contained in the confidential attachment, Mon·santo does not object to 
placement of materials contained in this submission in the Public Docket. 

Should you require any additional information regarding this submission please feel free to 
contact Dr. Russell Schneider in our Washington office {202-383-2866) or me directly (636-737-
6631). 

Dennis P. Ward, Ph.D. 
Regulatory Affairs Manager 

OO-CR-032E-17 · 



Mr. P. Hutton 
211112003 
Page 2 of 49 

Att: Administrative materials 

cc: Mike Mendelsohn, EP AI OPP /BPPD 
Russell Schneider, Monsanto 

OO-CR-032E-17 



Please read instructions on reverse before completing form. Form Approved. OMB No. 2070-0060. Approval Expires 2-28·95 

D Registration 
OPP Identifier 

&EPA 
United States Number 

Environmental Protection Agency 00 Amendment 
Washington, DC 20460 

D Other 

Application for Pesticide - Section I 
1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification 

File Symbol 524-LEI Phillip 0. Hutton 

Company/Product (Name) PM# 00 None D Restricted 
Com Event MON 863 90 

5. Name and Address of Applicant (Include ZIP Code) 6. Expedited Review. In accordance with FIFRA Section 3(c)(3)(B)(i), my 

Monsanto Company product is similar or identical in composition and labeling to: 

600 13m St., N.W., Suite 660 EPA Reg. No. 

Washington, DC 20005 
Product Name 

D Check if this is a new address 

Section -II 

[RI Amendment- Explain below. D Final printed labels in response to 
Agency letter dated 

fl Resubmission in response to Agency letter dated D "Me Too" Application. 

·L.J Notification - Explain below: D Other - Explain below. 

Explanation: Use additional page(s) if necessary. (For Section I and Section II.) 

Submission of revised data matrix, labeling and CSF 

Section - Ill 
1. Material This Product Will Be Packaged In: 

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container 

DYes· Oves Oves 
D Metal 

ONo DNo DNo 
D Plastic 

D Glass 
• Certification must If "Yes· No. per If "Yes· No. per D Paper 
be submitted Unit Packaging-wgt. Container Package wgt. Container 

D Other 
.(Specify) 

·~- -ocation of Net Contents Information 4. Size(s) Retail Container 5. Location of Label Directions 

D label D Container DOn label 

D On labeling accompanying product 

6. Manner in Which Label is Affixed to Product 0 Uthograph D Other 

D Paper glued 

0 Stenciled 

Section -IV 
1. Contact Point (Complete items directly below for identification of individual to be contacted. if necessary, to process this applicatior-:;-

Name Title I Telephorod No. (Include Area Code) 

Russell P. Schneider Regulatory Affairs Director (202) 363-2866 ..... -
Certification 

I certify that the statements I have made on this form and all attachments thereto are true, accurate and complete. 
I Fl. Date J..pplil;3bon 

I acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisonment or I Receivo/1 

both under applicable law. 
I (Stamped) -.... 

2. Signature l) ~- 3. Title I 

Regulatory Affairs Manager I 
I 

4. Typed Name 5. Date 

: Vi~ Dennis P. Ward Tel. (636) 737-6631 February 13, 2003 

.. EPA Form 8570-1 (Rev. 3-94) Prevrous edrtrons are obsolete. Whrte ·EPA File Copy (orrglnal) Yellow- Applicant Copy 

Monsanto Company OO-CR-032E-17 Page 3 of 49 



&EPA UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S. W. 

WASHINGTON, D.C. 20460 

Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 1.25 hours per response for 
registration and 0.25 hours per response for reregistration and special review activities, including time for reading the instructions and completing the 
necessary forms. Send comments regarding burden estimate or any other aspect of this collection of information, including suggestions tor reducing the 
burden to Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Street, S.W., Washing1on DC, 20460. 
Do not send the completed form to this address . . 

Certification with Respect to Citation of Data 
Applicant's/Aegistrant's Name, Address, and Telephone Number. EPA Registration Number I File Symbol: 

Monsanto Company, 600 13th Street, N.W., Washington. DC 2005 (202) 383-2866 524-LEI 

Active lngredient(s) and/or representative test compound(s): 8.1. Cry3Bb1 and the genetic material Date: 

necessary for its production (vector ZMIR 13L) in event MON 863 com February 13. 2003 

General Use Pattem(s) (list all those claimed for this product using 40 CFR Part 158: Product Name: 

Terrestrial field crop Com Event MON 863 

NOTE: If your product is a 100% repackaging of another purchased EPA-registered product labeled for all the same uses on your label, you do not 
need to submit this form. You must submit the Formulator's Exemption Statement (EPA Form 8570-27}. 

D I am responding to a Data-Call~in Notice, and have included with this form a list of companies sent offers of compensation (the Data Matrix form 
should be used for this purpose}. 

Section 1: METHOD OF DATA SUPPORT (Check one method only) 
I am using the cite-all method of support, arid have included with I am using the selective method of support (or cite-all option under 

D this form a list of companies set offers of compensation (the ~ the selective method), and have included with this form a 
Data Matrix Form should be used for this purpose). completed list of data requirements (the Data Matrix form must be 

used}. 

Section II: GENERAL OFFER TO PAY 

D 
[Required if using the cite-all method or when using the cite-all option under the selective method to satisfy one or more data requirements] 

I hereby offer and agree to pay compensation, to other persons, with reqard to the approval of this application, to the extent required by FIFRA. 

Section Ill: CERTIFICATION 
I certify that this application for registration, this form for reregistration. or this Data-Call-In response is supported by all data submitted or cited in 

the application for registration, the form for registration, or the Data-Call-In response. In addition, if the cite-all option or cite-all option under the selective 
method is indicated in Section 1, this application is supported by all data in the Agency's files that (1) concem the properties or effects of this product or 
an identical or substantially similar product, one or more of the ingredients in this product; and (2) is a type of data that would be required to be submitted 
under the data requirements in effect on the date of approval of this application if the application sought the initial registration of a product of identical or 
similar composition and uses. · 

I certify that for each exclusive use study cited in support of this registration or reregistration, that I am the original data submitter or that I have 
obtained the written permission of the original data submitter to cite that study. 

I certify that for each study cited in support of this registration or reregistration that is not an exclusive use study, either. (a) I am the original data 
submitter; (b) I have obtained the permission of the original data submitter to use the study in support of this application; (c) all periods of eligibility for 
compensation have expired for the study; (d) the study is in the public literature; (e) I have notified in writing the company that submitted the study and 
have offered (i) to pay compensation to the extent required by sections 3(c)(1)(F) and/or 3(c)(2)(8) of FIFRA; and (ii) to commence negotiations to 
determine the amount and terms of compensation, if any, to be paid for the use of the study. 

I certify that in all instances where an offer of compensation is required, copies of all offers to pay compensation and evidence of their delivery in 
accordance with sections 3(c)(1)(F) and/or 3(c)(2)(8) of FIFRA are available and will be submitted to the Agency upon request. Should I fail to produce 
such evidence to the Agency upon request, I understand that the Agency may initiate action to deny, cancel or suspend the registration of my product in 
conformity with FIFRA. 

·.·:.-

I certify that the statements I have made on this form and all attachments to it are true, accurate, and complete. I acknowledge that any 
knowingly false of misleading statement~ punishable by tine or imprisonment of both under the applicable law. 

_Signature 

{J. ~··· Date Typed or Printed Name and Title 

February 13, 2003 Dennis P. Ward, Regulatory Affairs 

Manager 
EPA Form 8570-34 (9-97) Electronic and Paper Versions available. Submit only Paper version. ( 
Monsanto Company OO-CR-032E-17 

lt 
Page 4 of 49 
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&EPA 
~orm Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 

401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information Is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities. Including time lor reading the Instructions and completing the necessary forms. Send comments regarding the burden estimate or ahy 
other aspect of this collection of information, Including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street S.W. Washington DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: February 13, 2003 EPA Reg. No./File Symbol: 524-LEI 1 Page I of 16 

Appllcant's/Registrant's Name & Address: 

Monsanto Company, 600 131h Street, N.W., Suite 660, Washington, D.C. 20005 Product: Corn Eveflt MON 863 

Ingredient Bacillus thurinRiensis Cry3Bbl and the genetic material (vector ZMIRI3L) necessarv for its production in event MON 863 corn 

Guideline Reference Number Guideline Stu~ Name MAID Number Submitter Status Note 

Administrative Materials for Amendment of Application 
151-20, 151-21, 151-25 to Registrater of a Bacillus thuringiensis Cry3Bbl Protein 
885.1100 and the Genetic Material (Vector ZMIRI3L) Necessary 
885.1200 for its Production in Com Event MON 863; EPA File Dated 
885.1500 S_ymbol LEI-524. 455770-00 Monsanto Company OWN JanuarY 8. 2002 

Holleschok, G .• R.E. Hileman and J.D. Astwood (2001 ). 
151-20,153-4 lmmuno-detectnbility of NPTII Protein in the Grain of 
885.1100 Insect Protected Com Event MON 863 After Heat 
885.2200 Treatment. MSL-17300; an unpublished study Dated 

conducted by Monsanto Company. 455382-09 Monsanto Company OWN November 5, 2001 

151-20. 151-21. 151-22. 151-26 Cavato, T.A .. E.C. Rigden, D.W. Mittnnck and R.P. 
885.1100 Lirette (2001). Amended Repon for MSL-16505: 
885.1200 Molecular Analysis of Com Event MON 863. MSL-
885.1300 17152; an unpublishe~ study conducted by Monsanto Dated 
885.2100 Company. 454240-02 Monsanto Company OWN May 21,2001 

Holleschak, G., R.E. Hileman and J.D. Astwood (2001 ). 

151-20. 153-4 
Amended Repon for MSL-16597: lmmunodetectability 
ofCry3Bbi.II098 and Cry3Bbl.ll231 Proteins in the 

885.1100 Grain of Insect Protected Com Evenl~ MON 863 and 
885.2200 MON 853 After Heat Treatment. MSL-17223; on Dated 

... ,.._ 454240-07 Monsanto Company OWN Mav 21.2001 

151-23. 151-25. 153-4. 151-26. 
Dudin, Y.A., B-P. Tonnu, LD. Albee and R.P. Lirette 
(2001 ). Amended Repon for MSL-16559: B.t. 

885.1400.885.1500. Cry3Bbi.II098 and NPTII Protein Levels in Sample 
885.2200 Tissue Collected from Com Event MON 863 Grown in 
885.2400 1999 Field Trials. MSL-1718 II; on unpublished study Doted 
885.2500 .~ .u. r. 454240-01 Monsanto Company_ OWN Moy21. 2001 

Signature 

10'~. 
Name and Title Date 

Dennis P. Ward, Ph.D. February 13, 2003 

Regulatory Affairs Mgr. -
(, \; EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 

Monsanto Company OO-CR-032E-17 Page 5 of 49 
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&EPA 
Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of Information Is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, Including time for reading the Instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of Information, Including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street S.W. Washln_g_ton DC 20460. Do not send the form to this address. 

DATA MATRIX 
Date: February_ 13, 2003 EPA Reg. No./File Symbol: 524-LEI 1 Page 2 of 16 

Applicant's/Registrant's Name & Address: . 
Monsanto Company, 600 13th Street, N.W., Suite 660, Washington, D.C. 20005 Product: Corn Event MON 863 

Ingredient Bacil/u~ tlwrin iensis Cry3Bb I and thegenetic material (_vector ZMIR13L) necessary for its production in event MON 863 corn 

Guideline Reference Number Guideline Study Name MAID Number Submitter Status Note 
Administrative Materials in Support of the Registration of 

t51-26 
Baci/lus thuringiensis Cry3Bb Protein and the Genetic 
Material (Vector ZMIR 13L) Necessary for its Production 

885.2t00 in Com: and Amendment of the Previous Request for 
Exemption from the Requirement of a Tolerance, Dated 
DD'71:'AOOO 451568-00 Monsanto Company .OWN June 20, 2000 
Petition from the Requirement of a Tolerance for Bacillus ' 

151-26 
thuringiensis Cry I. Cry2. and Cry3 Classes of Proteins 
and the Genetic Material Necessary for the Production of 

885.2100 These Proteins In or On All Raw Agricultural 
Commodities When used as Plant-Pesticide Active Dated 

PP 7F4888 Monsanto Company OWN June 24, 1997 
Pilacinski, W. P. and M. W. Taylor(l999). 

151-26 
Administrative Materials in Support of the Registration of 
the Plant-Expressed ProteciBnt Bacillus thuringiensis 

885.2100 Com Rootwonn Control Protein, as Produced in the Com 
(ua mays, L), and the Amendment to the Previous Dated 
D • ~ <. , 1:', , <• ' ,< 449043-00 Monsanto Company OWN August 19, 1999 

151-26 Hileman, R.E. and J.D. Astwood (2001 ). Additional I 

885.2100 Characterization of the Cry3Hbl Protein Produced in 
Com Event MON 863. MSJ.....I7137; an unpublished Dated 
study conducted by Monsanto Company. 454240-10 Monsanto Company OWN May_21, 2001 

' ~ Thoma, R.S .. G. Jlolleschak, R.E. Hileman and J.D. 

151-26 
Astwood (2001 ). Primary Structural Protein 
Characterization of Com Event MON 863 

885.2100 Cry3Bbi.II098 Protein Using N-terrninal Sequencing 
and MALDI Time of Flight Mass Spectrometric. Dated 

T,A l4~1 '7 I< ' 454240-11 Monsanto Company OWN May21,2001 

Signature · Name and Title Date 

Dennis P. Ward, Ph.D. February 13, 2003 

-~ -~ -----
Regulatory Affairs Mgr. 

..--. 

·d EPA Form 8570-35 (9·97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 

Monsanto Company OO-CR-032E-17 Page 6 of 49 
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&EPA 
.. Form Approved OMB No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, Including time for reading the Instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of Information, Including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street S.W. Washington DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: February 13, 2003 EPA Rea. No./File Symbol: 524-LEI I Page 3 of 16 
Appllcant's/Registrant's Name & Address: 

Monsanto Company,.600 13th Street, N. W., Suite 660, Washington, D.C. 20005 Product: Corn Event MON 863 

Ingredient Bacillus thurin iensis Cry3Bb I and the genetic material (vector ZMIR 13L) necessary for its production in event MON 863 corn I 
I 

Guideline Reference Number Guideline Studv Name MAID Number Submitter Status Note 
Hileman, R.E., G. Holleschak, LA. Turner, R.S. Thoma, 

151-26 
C.R. Brown and J.D. Astwood (2001). Characterization 

885.2100 
and Equivalence of the Cry3Bbl Protein Produced by E. 
coli Fermentation and Com Event MON 863. MSI.r 

Dated I 17274; an unpublished study conducted by Monsanto 
455382-01 Monsanto Companv OWN November 5, 2001 1"'. 

Hileman, R.E., E.A. Rice, R.E. Goodman and J.D. I 
Astwood (2001). Bioinfonnatics Evaluation of the 

I 
151-36 Cry3Bbl Protein Produced in Com Event MON 863 
885.2200 Utilizing Allergen, Toxin and Public Domain Protein 

Dated I 

Databases. MSI.r 17140; an unpublished study conducted 
454240-08 Monsanto ComPanv OWN Mav 21 2001 .. 

153-4 
885.2250 Not applicable since feed residues of Cry3Bb I protein are 

not of toxicological concern and there is no requirement 
for a tolerance in animal tissues. 

151-25 D. Kolwyck, 8-P. Tonnu. Y. A. Dudin; T. Ploesser and K. 
885.2300 Gustafson (2001 ). Validated Method for Extraction and 

Direct ELISA Analysis ofCry3Bbl in Com Grain. An Dated 
unpublished reoon prepared bv Monsanto Company. 453731-01 Monsanto Comoanv OWN April 7, 2001 

151-25 
885.2350 

Not applicable since there is no need for a Cry31lb I 
tolerance in animal tissues. 

~ 
Signature Name and Title Date 

Dennis P. Ward, Ph.D. February 13, 2003 

Regulatory Affairs Mgr. ~ 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for'thls collection of Information Is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, Including time for reading the Instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of Information, Including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street S. W. Washington, DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: February 13, 2003 EPA Reg. No./File Symbol: 524-LEI I Page 4 of 16 
Applicant's/Registrant's Name & Address: 

Monsanto Company,-600 13lh Street, N.W., Suite 660, Washington, D.C. 20005 . Product: Corn Event MON 863 

Ingredient Bacillus thurin iensis Cry3Bb I and the genetic material (vector ZMIR 13L) necessary for its production in event MON 863 corn · 

Guideline Reference Number Guideline Study Name MAID Number Submitter Status Note 

151-27 
885.2400 Storage stability data will be submitted as pan of the 

independent laboratory method validation work that is 
ongoing. 
Dudin, Y.A .. B-P. Tonnu, LD. Albee and R.P. Lirette 

153-4 
(2001). Amended Repon for MSL-16559: B.t. 
Cry3Bbi.II098 and NPTII Protein Levels in Sample 

885.2500 Tissue Collected from Com Event MON 863 Grown in 
1999 Field Trials. MSL-171811: an unpublished study Dated 

... 'r. 454240-01 Monsanto Company OWN Mll}'21. 2001 

153-4 
885.2550 

Not applicable since there is no need for a Cry3Bbl 
tolerance in animal tissues. 

153-4 
885.2600 ' 

Not applicable since there are not expected to be any 
l"ater residues. of toxicological concern. 

153-4 McKee, M.J. (2001) Bluegill Dietary Toxicity Study for 
885.2600 the Bacillus thuringiensis Cry3Bb I Protein Variant: A 

Waiver Request. MSL-17383: an analysis conducted by Dated 
Monsarto r:onpany. 455382-00 Monsanto Company OWN November 5, 200 I 

Signat~r! Name and Title Date 

Dennis P. Ward, Ph.D. February 13, 2003 
I 

------
Regulatory Affairs Mgr. ~ EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 
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Form Approved OMS No. 2070-0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S. W. 

Washington D.C. 20460 
Paperwork Reduction Act Notice: The pubilc reporting burden for this collection of information Is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, Including time for reading the Instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of Information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
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DATA MATRIX 

Date: February 13, 2003 EPA Reg. No./File Symbol: 524-LEI I Page 5 of 16 
Applicant's/Registrant's Name & Address: 

Monsanto Comeany,, 600 13th Street, N.W., Suite 660, Washington, D.C. 20005 Product: Corn Event MON 863 

l~gredient Bacillus thurin iensis Cry3Bbl and the genetic material (vector ZMIR13L) necessary for its production in event MON 863 corn 

Guideline Reference Number Guideline Study Name MAID Number Submitter Status Note 

Astwood, J.D .. R.E. Hileman, M.J. McKee, T.J. Rydel, 
152-30 J.W. Seale and L English (2001). Safety Assessment of 
885.3050 Cry3Bbl Variants in Com Rootworm Protected Com. 

MSL-17225; an unpublished analysis prepared by Dated 
Monsanto Company. 454240-09 Monsanto Company OWN May 21,2001 

Bonnette, K.L and P.D. Pyla (2001). An Acute Oral 
152-30 Toxicity Study in Mice with£. coli Produced 
885.3050 Cry3Bb1.11098(Q349R) Protein, Amended Final Repon. 
885.4150 MSL-17382; an unpublished study conducted for .. Dated 

Monsanto Company. 455382-02 Monsanto Company_ OWN November 5, 2001 

Leach, J.N., R.E. Hileman and J.D. Astwood (2001). 
152-30 Assessment of the in vitro Digestibility of Cry3Bbl 
885.3050 Protein Purified from Com Event MON 863 and 

Cry3Bbl Protein Purified from E. coli. MSL-17292; an Dated 
unpublished study conducted by Monsanto Company. 455382-03 Monsanto Company OWN November 5. 2001 I 

Hileman. R.E .. J.N. Leach and J.D. Astwood (2001 ). 

I 152-30 Assessment of the in 1•itro Digestibility of 
885.3050 Cry3bBb1.11098(Q349R) Protein in Simulated Intestinal 

Auid. MSL-17530; an unpublished study conducted by Dated I 

l \1onsanto Company 455770-02 Monsanto Company OWN January 8, 2002 
I 

152-31 .I 
152-34 

Not applicable since Cry3Bbl is a plant-incorporated 152-35 
885.3100 active ingredient, is present at low levels, and there is 

linle o;>pc:tur.ity for dermal or ocular contact. 

Signa~u:e Name and Title Date 

Dennis P. Ward, Ph.D. February 13, 2003 

RegulatoryAffairs Mgr. ~ EPA Form 8570-35 (9·97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 
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Form Approved OMB No. 2070·0060 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The publfc reporting burden for this collection of Information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, Including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of Information, Including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
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DATA MATRIX 

Date: February 13, 2003 EPA Rea. No./FIIe Svlllbol: 524-LEI I Page 6 of 16 
Appllcant's/Registrant's Name & Address: 

Monsanto Companv •. -600 131
h Street, N.W .• Suite 660, Washington. D.C. 20005 Product: Corn Event MON 863 I 

lnaredient Bacil/u.r tlwrin iensis Cry3Bb I and the genetic material (vector ZMIR 13L) necessary for its production in event MON 863 corn 

Guideline Reference Number Guideline Study Name MAID Number Submitter Status Note 

152·32 
' 

885.3150 Not applicable since Cry3Bbl is a plant-incorporated 
I active ingredient, is present at low levels, and there is 

little opportunity for human inhalation exposure. 

152-33 
885.3200 

Not applicable since Cry3Bb I protein is neither infective 
nor pathol!enic. 

152-37 
152-38 There are no documented reports of hypersensitivity 
885.3400 reactions to Bt microbial fonnulations or proteins; 

McClintock tl a/., ( 1995) Pes tic. Sci. 45:95-105. PL 

152-39 
885.3500 

J'lot applicable since Cry3Bbl is not a virus. .. 

152-42 
885.3600 Not applicable since Cry3Bb I is plant-incorporated, is 

present at low levels in com grain, and is rapidly 
degra<ld i,. th~ digestive tracks of mammals. 

Signatur~ Name and Title Date 

Dennis P. Ward, Ph.D . February 13, 2003 

Regulatory Affairs Mgr. 

.....__ 

~ EPA Form 8570·35 (9·97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 
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Washington D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of Information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, including time for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street S.W. Washington DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: February 13, 2003 EPA Reg. No./FIIe Symbol: 524-LEI l Page 7 of 16 
Appllcant's/Aegistrant's Name & Address: 

Monsanto Company_. ~00 13111 Street, N.W., Suite 660, Washington, D.C. 20005 Product: Corn Event MON 863 

Ingredient Bacillus· thurin iensis Cry3Bb I and the genetic material (vector ZMIR 13L) necessary_ for its _Qroduction in event MON 863 corn 

Guideline Reference Number Guideline Study Name MAID Number . Submitter Status Note 

I 

885.3650 Not applicable since Cry3Bbl is plant-incorporated, is I 

present at low levels in com grain, and is rapidly 
I 

degraded in the digestive trucks of mammals. 

Gallagher, S.P., J. Grimes and J.B. Beavers ( 1999). 

I 
154·16 Bacillus thuringiensis Protein 11231 in Com Grain: A 
885.4050 Dietary Toxicity Study with the Nonhem Bobwhite. 

MSL-16161; on unpublished study conducted for Dared 
i Monsanto Company. 449043-15 Monsanto Company OWN August 19, 1999 
I 

154-17 
885.4100 Not applicable since Cry3Bbl is a plant-incorporated 

active ingredient, is present at low levels, and there is 
linle opponuni!Y for avian inhalation exposure. 

154-18 Not applicable since there is no reason to suspect that 

885.4150 wild mammals would be any more sensitive to Cry3Bb I 
than laboratory mammals. Mammals do not possess Cry 

1 p•otein receptors. 

154-19 ~·~. M.H. "' E.H. Rob;,w, (1909). ""'"';ooofl,=< 
885.4200 Protected Com Unes MON 853 and MON 859 as a Feed 

Ingredient for Catfish. MSL-16164: an unpublished Dared 
1 study Cl''ldt•crC"l for Monsanto Company. 449043-19 Monsanto Company OWN Au_gusl 19, 1999 

Signatur~ Name and Title Date 

Dennis P. Ward, Ph.D .. February I 3, 2003 

Regulatory Affairs Mgr. -cJ\. EPA Form 8570·35 (9·97) Electronic and Paper versions available. Submit only Paper version. 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington, D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, Including time lor reading the Instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, Including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
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DATA MATRIX 

Date: February 13, 2003 EPA Reg. No./File Symbol: 524-LEI. I Page 8 of 16 I 
Applicant's/Registrant's Name & Address: 

Monsanto Company, 600 13th Street, N.W., Su.ite 660, Washington, D.C. 20005 Product: Corn Event MON 863 

Ingredient Bacillus thurin iensis Cry3Bb I and the genetic material (vector ZMIR 13L) necessary for its p_roduction in event MON 863 corn 

Guideline Reference Number Guideline Study Name MAID Number . Submitter Status Note 

Drottar. K.R. and H.O. Krueger (1999). Bacillus 
154-20 tlluringitmsis Protein 11098 in Com Pollen: 48-Hour 
885.4240 Static Renewal Acute Toxicity Test with the Cladoceran 

(Daplmia magna). MSL-15988: an unpublished study Dated 
conducted for Monsanto Company. 449043-18 Monsanto Company OWN August 19. 1999 

154-21 
885.4280 

Not applicable since com is not grown in close proximity 
to estuarine or marine environments. 

154-22 
885.4300 

Not applicable since Cry3Bbl is plant·incorporatcd and 
not 'applied' to crops. 

Palmer, S.J. and 11.0. Krueger ( 1999). /Jacillus 
154-23 thuringirnJis Protein 11231: Dietary Toxicity Study with 
885.4340 the Ladybird Beetle (llippudamia cum•ert.:t"n.l). MSL-

16166: an unpublished study conducted for Monsanto Dated 

~01npany. 449043-14 Monsanto Company OWN August 19, 1999 

oxter, K.A .. S.J. Palmer and H.O. Krueger ( 1999). 
154·23 . I Loci/Ius tlluringitmsis Protein 11231: An Acute Toxicity 
885.4340 Study with Eanhwonn in an Anificial Soil Substrate. 

. MSL-16162: an unpublished study condurted for Dated 
1 Monsar•o r.01npany. 449043·16 Monsanto Company OWN Au~tust 19, 1999 -------

Signatur'! Name and Title Date 

Dennis P. Ward, Ph.D. February 13, 2003 

--------- --
Regulatory Affairs Mgr. 

~ EPA Form 8570-35 (9-97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S.W. 

Washington D.C. 20460 
Paperwork Reduction Act Notice: The public reporting burden for this collection of information Is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, Including lime for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
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DATA MATRIX 

Date: February 13, 2003 EPA Reg. No./File Symbol: 524-LEI I Page 9 of 16 

Applicant's/Registrant's Name & Address: 

Monsanto Cornpany •• 600 13th Street, N.W., Suite.660, Washington, D.C. 20005 Product: Corn Event MON 863 

Ingredient Bacillt~s rhurin iensis Cry3Bb I and the genetic material (vector ZMIR 13L) necessary for its production in event MON 863 corn 

Guideline Reference Number Guideline Study Name MAID Number Submitter Status Note 

Teixeira, D. ( 1999). Assessment of Chronic Toxicity of I 

t54-23 Com Tissue Containing the Bacillus thuringi~nsis 
885.4340 Protein I 1098 to Collembola (Folsomia candida). MSL-

I 5988: an unpublished study conducted for Monsanto Dated 
Company. 449043-17 Monsanto Company_ OWN Au~ust I 9, I 999 

I 

I 

154-23 Palmer, S.J. and H.O. Krueger (I 999). Bacillus I 

I 
885.4340 tlmringi~nsis Protein 1123 I: A Dietary Study with Green 

i 
Lacewing Larvae (Chrysopula camea). MSL- I 6 I 65: an Dated 

' unpublished study conducted for Monsanto Company. 449043-12 Monsanto Company OWN August I 9. 1999 

Palmer, S.J. and H.O. Krueger ( t999). Bacillus .. 
154-23 thuringiensis Protein I 123 I: A Dietary Study with !he 
885.4340 Parasitic Hymenoptera (Nasonia 1•itripennis). MSL-

16167: an unpublished study conducted for Monsanto Dared 
Company. 449043-13 Monsanto Company OWN August I 9, 1999 

154-23 Head, G. (2001). Research on the Effew of Com 
885.4340 Roorwonn Protected Transgenic Com Events on 

Nontarget Organisms: Preliminary Results. An Dated 
l'npublished repon prepared by Monsanro Company. 453484-02 Monsanto Company OWN February 20. 2001 

l•uan, J.J., G. Head, M. McKee and T.E. Nickson (2001 ). 

154-23 
Dietary Effects of Transgenic Bacillus thuringi~nsis (B I) 
Com Pollen Expressing a Variant ofCry3Bbl Protein on 

885.4340 
Adu!L~ of the L:!dybird Beetle, Cul~omf'gilla macululll. 

Dared MSI. 11>936· an unpublished study conducted by 
453613-01 Monsanto Comjl_an~ OWN March 20.2001 

Signat~r! Name and Title Date 

Dennis P. Ward, Ph.D. February 13, 2003 

-------
ReguJatory ~ffalrs_~r. -"\. EPA Form 8570·35 (9·97) Electronic and Paper versions available. Submit only Paper version. 
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401 M Street, S. W .. 

Washington, D.C. 20460 
Paperwork Reduction Act Notlca: The public· reporting burden for this collection of information Is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, Including time for reading the Instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of Information, Including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
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DATA MATRIX 

Date: February_I3, 2003 EPA Reg. No./FIIe Symbol: 524-LEI I Page 10 of 16 
Appllcant's/Reglstrant's Name & Address: 

Monsanto Company, 600 13th Street, N.W., Suite 660, Washington, D.C. 20005 Product: Corn Event MON 863 

Ingredient Bacillus-thurin iensis Cry3Bb I and the genetic material (vector ZMIR 13L) necessary for its production in event MON 863 corn 

Guideline Reference Number Guideline Study Name MAID Number Submitter Status Note 

Bryan, R.L, J.R. Porch and H.O. Krueger (2001). 
154-23 Dietary Effects of Tmnsgenic BT Com Pollen Expressing 
885.4340 a Variant ofCry3Bbl Protein on the Ladybird Beetle, 

Hippodamia conl't~rgcns. MSL-17171; an unpublished Dated 
' 

study conducted for Monsanto Company. 453613-02 Monsanto Company OWN March 20, 2001 

Bhatti, M.A., C.L Pilcher, M.J. McKee. T.E. Nickson. 
154-23 G.P. Head and C.D. Pilcher (2001). Field Evaluation for 
885.4340 the Ecological Impact of Com Root worm Insect-Protected 

Com on Non-Target Organisms. MSL-17179; an Dated 
unpublished study conducted by Monsanto Company. 455382-06 Monsanto Company OWN November 5, 2001 
Duan, J.J., M.J. McKee and T.E. Nickson (2001 ). 

154-23 
Dietary Effects ofTmnsgenic Bacillus thuringiensis (Bt) 
Com Pollen Expressing a Variant of Cry3Bb I Protein on 

885.4340 Larvae of the Ladybird Beetle. Coleomegilla nwculata. 
MSL-16907; an unpublished study conducted by Dated 
,4, '.r. 455382-04 Monsanto Company OWN November 5. 2001 

Sears. M. and M. Mattila (2002). Determination of the 
154-23 Toxicity of Com Pollen Expressing a Cry3Bb I Variant 

. 885.4340 Protein to Firstlnstar Monarch Butterfly Larvae (Danus 

~ p/,ipp~J "'" U.born<ooy Bioo~oy. MSL-11235," Dated 
___ r·•Jlublished study conducted for Monsanto Company. 455382-05 Monsanto Company OWN November 5, 2001 

:-I;ad, G., M. Pleau. S. Sivausupmmanian and T. Vaughn 
885.4340 I (2001 ). Insecticidal Spectrum of Activity for Cry3Bb -Protein in vitro. C3NTO; an unpublished study Dated 
~ ________ 1 condud-4_t>L~onsanto Company. . 455382-07 Monsanto Company OWN November 5, 2001 

g u•e Name and Title Date 

Dennis P. Ward, Ph.D. February I 3, 2003 

- --- ----·--· ·-
Regulatory Affairs Mgr. 

-
~ EPA Form 8570·35 (9·97) Electronic and Paper versions available. Submit only Paper version. Agency Internal Use Copy 
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401 M Street, S. W. 

Washington D.C. 20460 
Paperwork Reduction Act Notice: The public reportlng burden for this collection of information Is estimated to average 0.25 hours per response for registration activities and 0.25 hours per 
response for reregistration and special review activities, Including time for reading the Instructions and completing the necessary forms. Send comments regarding the burden estimate or any 
other aspect of this collection of Information, Including suggestions for reducing the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 
401 M Street S.W., WashlnQton DC 20460. Do not send the form to this address. 

DATA MATRIX 

Date: February 13, 2003 EPA Reg. No./FIIe Symbol: 524-LEI I Page II of 16 
Applicant's/Reglstrant's Name & Address: 

Monsanto Company,.600 l3
1
h Street, N.W., Suite 660, Washington, D.C. 20005 Product: Corn Event MON 863 

Ingredient Bacillus thurin iensis Cry3Bb I and the genetic material (vector ZMIR 13L) necessary for its production in event MON 863 corn 

Guideline Reference Number Guideline Study Name MAID Number Submitter Status Note 

Dunn, J.J., M. J. McKee, G. Head and C.R. Brown 
154-23 (2002). Endangered Species Impact Assessment for 
885.4340 Cry3Bb I Protein in Transgenic Com Event MON 863. 

MSI.r 17614: an unpublished assessment prepared by Dated 
Monsanto Company 455770-03 Monsanto Company ·owN January 8. 2002 

154-23 Head, G. (2002). Research on the EffeciS of Com 
885.4340 Rootworm Protected Transgenic Com EveniS on 

Nonmrget Organisms: Preliminary ResuiiS. An Dated 
unpublished repon prepared by Monsanto Company. 456530-03 Monsanto Company OWN A~>_ril 9, 2002 
Bhatti, M. A., J. D. Duan, C. L Pilcher, C. D. Pilcher, M. 

154-23 
J. McKee, T. E. Nickson, G. P. Head and C. Jiang (2002). 

885.4340 
Ecological Assessment of Nonlllrget Organisms in the 

Dated PloiS of Com Rootwonn Insect Protected Com Hybrid 
September 10, Conmining MON 863 Event: 2000 • 2001 Field Trials. 

D ""' ,.,n Monsanto Company OWN 2002 

Sindennann, A. B., J. R. Porch and H. 0. Krueger (2002). 
154-23 Evaluation of a Cry3Bb I Protein Variant in an Acute 
885.4340 Toxicity Study with the Eanhworm in an Anificial Soil Dated 

Substrate. MSI.r 18137, an unpublished study conducted September I 0, 
fJr Monsanto Company. Monsanto Company OWN 2002 

154-24 ~1aggi, V.L (1999). Evaluation of the Dietary Effects of 
885.4380 Purified Bacillus thurin!li~nsis Protein 11231 on Honey 

Bee Larvae. MSI.r 16168: an unpublished study Dated 
__ , conC:u:t-:!fc.: Monsanto Company. 449043-10 Monsanto Company OWN August 19. 1999 -- SignatLre Name and Title Date 

~ 
Dennis P. Ward, Ph.D. February 13, 2003 

Regulalory Affairs Mgr. 

EPA Form 8570·35 (9·97) Electronic and Paper versions available. Submll only Paper version. Agency Internal Use Copy 
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DATA MATRIX 

Date: February 13, 2003 EPA Reg. No./FIIe Symbol: 524-LEI I Page 12 of 16 
Applicant's/Registrant's Name & Address: . 
Monsanto Company,,600 13111 Street, N.W., Suite 660, Washington, D.C. 20005 Product: Corn Event MON 863 

Ingredient Bacillus tlzurin iensis Cry38b I and the genetic material (vector ZMIR 13L) necessary for its production in event MON 863 corn 

Guideline Reference Number Guideline Study Name MAID Number Submitter Status Note 

154-24 . Maggi, V.L (t999). Evaluation of the Dietary Effect(s) 
885.4380 of Purified Bacillus 1/wringiensis Protein t 1231 on Adult 

Honey Bees (Apis mellifera L). MSL-16 t 69; an Dated 
unpublished study conducted for Monsanto Company. 449043-1 t Monsanto Company OWN August 19, 1999 

154-26 
885.4600 

Not applicable; no trigger.; hit for tier Ill testing. 

154-28 
885.4700 

Not applicable; no trigger.; hit for tier Ill testing. 
" 

154-29 
885.4750 

Not applicable since com is not grown in an aqueous 
rnvironmenl. 

Hanin, J.W., M.J. McKee, S. Dubelman and Y.A. Dudin 
(.l000). Aerobic Soil Degradation of the 8.1. Protein 

885:5200 11098 as a Component of Insect Protected Com. MSL-
16440; an unpublished study conducted by Monsanto Dated 
Compa"Y· 451568·04 Monsanto Company OWN June 20. 2000 

Signature Name and Title Date 

Dennis P. Ward, Ph.D. February 13, 2003 

Regulatory Affairs Mgr. 
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Ingredient Bacillus thurin iensis Cry3Bb I and the genetic material (vector ZMIR 13L) necessary for its production in event MON 863 corn 

Guideline Reference Number Guideline Study Name MAID Number Submitter Status Note 
Dubelman. S., B. Ayden, M. Mueth, J. A. Warren, C. 
Jiang, J. Bookout and Y. Dudin (2002). Aerobic Soil 

885.5200 
Degradation of the BacWus thuringiensis Cry3Bb I 

Dated Variant Protein Produced in Com Rootworrn Protected 
Com Event MON 863. MSL-171 02, an unpublished September I 0. 

~ .... ,.., 
" 

Monsanto Company OWN 2002 

885.5300 
Not applicable since com is not grown in an aqueous 
environment. 

885.5400 
Not applicable since com is not grown in an aqueous 
environment. 
Miller, D. (2000). Public Interest Document Supponing 
the Registration and Exemption from the Requirement of 
a Tolerance for the Plant-Incorporated Protectant, 
Bacillus thuringiensis Cry3Bb Protein. and the Genetic 

Dated Material Necessary for iL~ Production in Com (Vectors 
450297-01 Monsanto Company OWN January 13, 2000 ----..J114101.,' 7'41UI11 7.41P . 

'.'aughn, T. (2001 ). Preliminary Results of Research on 
Insect Resistance Management for n Transgenic Com 
Root worm Control Product. An unpublished repon Dated 
prepdr eJ_!!.v _0onsanto Company. 453484-01 Monsanto Company_ OWN February 20, 2001 --------
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Dennis P. Ward, Ph.D .. February 13, 2003 

Regulatory Affairs Mgr. 
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Ingredient Bacillus thurin iensis Cry3Bbl and the genetic material (vector ZMIR13L) necessary for its production in event MON 863 corn 

Guideline Reference Number Guideline Study Name MAID Number 

Pilcher, C.D., J.K. McFerson and D.P. Ward (2001). 
Agronomic Equivalency of Com Even! MON 863 
Hybrids as Determined in Year 2000 Field Trials. An 
unpublished study conducted by Monsanto Company. 453484-03 

Pilcher, C.D. (2001 ). Efficacy of MON 863 Against 
Com Roolwonn and Comparison lo Insecticide 
Trealmen!S- Resui!S of Year 2000 Field Trials. An 
unpublished study conducted by Monsanto Company. 453613-03 

Adminislrative Materials in Support of !he Application 
for Registration of Even! MON 863: Com Roolwonn 
Protected Com (Vector ZMIR 13L); EPA File Symbol 
524-L..EI 454240-00 

Administrative Materials in Support of !he Application 
for Regislralion of Even! MON 863: Com Roo! worm 

I P:-o1ec1ed Com (Vector ZMIR13L); EPA File Symbol 
5!4-l...EI 455382-00 

.1 'Vaughn, T.T., M. Pleau. R. Knutson and T. Coombe I 1:::001 ). Comparing !he Efficacy of MON 853 and MON 
863 10 Three Com Roolwonn Species, Northern Com 
Roolwonn (Diabrotica barbu1), Southern Com 

~ J Roolwo'lllt LJ. undtcimpunctata lwwardi), and Western 
... ·· r, . rn .· · · "- -rr_o_vr A·" 455382-08 

Signan:r~ .. 
•. -

--- --- --- --
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Monsanto Company.-.600 13th Street, N.W., Suite 660, Washi~ton. D.C. 20005 I Product: Corn Event MON 863 

Ingredient Bacillus thuriiiRiensis Cry3Bb I and _!he geneti~ material (vector ZMIR 13L) necessary for its production in event MON 863 corn 

Guideline Reference Number I Guideline Study Name 

151.20 

Signatt~re 

Vaughn, T., D. Ward, J. Pershing, G. Head and J. 
McFerson (2001 ). An Interim Insect Resistance 
Management Plan for Com Event MON 863: A 
Transgenic Com Root worm Control Product. MS~ 
17556; an unpublished report prepared by Monsanto 
rnrnn""'' 
Ward, D. P. (2002). Public Interest Assessment 
Supporting Registration of Bacillus thurin11iensis 
Cry3Bb I Protein and the Genetic Material (Vector 
ZMIRI3L) Necessary for its Production in Com Event 
MON 863. MS~ 17766, an unpublished report prepared 
L..\_(nn~!'ln~ 

Mitchell, P. D. (2002). Yield Benefit of Com Event 
MON 863. MS~ 17782, an unpublished study conducted 
for Monsanto Company. 

Alston, J. M., J. Hyde and M. C. Marra (2002). An Ex 
Ante Analysis of the Benefits from the Adoption of 
Monsanto's Com Root worm Resistant Varietal 

. ill 
Technology· Yteld Root worm. Report MS~ 17993, an 
t•npublished analysis conducted for Monsanto Company. 

!-tone. T. (1993). Administrative Materials in Support of 
the Exemption from the Hequirernent of a Tolerance for 
'Neomycin Phosphotransferase II as a Plant Pesticide 
Fom!•l•.tion Inert Ingredient. 93-132E 

MAID Number 

455770-01 

456530-01 

456530-02 

456923-01 
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Guideline Reference Number Guideline Study Name MAID Number Submitter .. Status Note 

Naylor, M. W. ( 1992). Acute Oral Toxicity Study of 
152-30 Neomycin Phosphotrnnsfernse (NPTII) in Albino Mice. Dated 

M!,91-409, an unpublished study conducted by November 23, ' 

Monsanto Company 430547-01 Monsanto Company OWN 1993 

Ream, J. E. (1993). Assessment of Degradation of 
152.30 Neomycin Phosphotransferase II in In l'itro Mammalian Dated 

Digestion Models. IRC-91-ANA-06, an unpublished November 23, 
study conducted by Monsanto Company 430933-02 Monsanto Company OWN 1993 

Literature Cited in Submission Supponing the Exemption I 

from the Requirement of a Tolerance for the Plant Dated 
Pesticide Fonnulation lnen Ingredient Neomycin November 23, 

: Phosphotransferase II. 430547-02 PL 1993 

--r 
I 

-------- --

-% 
Signatt..re Name and Title Date 

Dennis P. Ward, Ph.D February 13, 2003 

Re_gulatory Affairs Mgr. 
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PRODUCT LABEL 

Five copies of the proposed label for 'Corn Event MON 863: Rootworm Protected Corn' are 
attached. This label supersedes the label previously submitted to EPA, dated February 11, 2003. 
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Corn Event MON 863: Rootworm Protected Corn 

[Alternate brand name: YieldGard Rootworm ™: Rootworm Protection] 

This product is effectiye in controlling damage caused by com rootworm larval feeding on com 
roots. 

Active Ingredient: 

Bacillus thuringiensis Cry3Bb 1 protein and the genetic material necessary for its 
production (ZMIR.13L) in event MON 863 com ...................... 0.001 - 0.006% 

Other Ingredients: 

Substance produced by a "marker gene and the genetic material necessary for its 
production (ZMIR13L) in event MON 863 com ............... 0.00002-0.00003% 

Percentage (wt/wt) on a dry weight basis. 

Keep Out ofReach of Children 

CAUTION 

TM YieldGard Rootworm is a trademark of Monsanto Technology LLC 

EPA Registration No. 524-LEI 

EPA Establishment No. 524-M0-002 

©2003 Monsanto Company 
700 Chesterfield Parkway West 
St. Louis, MO 63017 

DIRECTIONS FOR USE 

It is a violation ofFederal·Jaw to use this product in any manner inconsistent with this labeling. 

The following information regarding commercial production must be included in the Event MON 
863 Technology Use Guide. 
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Insect Resistance Management 

Growers of Com Event MON 863: Rootworm Protected Com must adhere to the following 
refuge requirements. Growers must plant a structured refuge of at least 20% non-Com Event 
MON 863 corn. 

Refuge planting options include: blocks, strips or border rows. Refuge acres must be planted 
within or adjacent to the Com Event MON 863 field. If blocks are implemented they must be 
adjacent to the Com Event MON 863 field. If row strips within a com field are implemented, 
then at least 6, and preferably 12 consecutive rows should be planted. If border rows are 
implemented they should be surrounding the Com Event MON 863 field. 

Ext.~mal refuges must be planted in fields adjacent to the Com Event MON 863 fields. 

The refuge and Com Event MON 863 acres should be managed under comparable agronomic 
regimes. Refuge and Com Even~ MON 863 acres should both be irrigated if irrigation is used. 
In regions where com is cropped continuously, refuge and Com Event MON 863 acres should be 
planted in a continuous cropping regime. The refuge may be placed only on first-year com acres 
if the Event MON 863 com is planted on first-year com acres. 

Growers have the option of applying conventional insecticides to the com refuge for control of 
com rootworm larvae. Growers are not permitted to apply agents for control of adult com 
rootworm to the refuge as this would render the refuge less effective. If growers opt to treat for 
other insects present in the refuge while adult com rootworm are present, then the Com Event 
MON 863 acres must be treated in a like manner. 

These refuge requirements do not apply to operations engaged in the propagation of in.bred seed 
com. 

Corn Insects Controlled or Suppressed 

Com has been genetically transformed to produce the B.t. protein, Cry3Bbl, for COilJOl or 
suppression of the following coleopteran insects: 

Western com rootworm (Diabrotica virgifera virgifera) 
Northern com rootworm (Diabrotica barben) 
Mexican com rootworm (Diabrotica virgifera zeae) 
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MONSANTO~-

Amendment of the Application to Register a Bacillus thuringiensis 
Cry3Bbl Protein and the Genetic Material Necessary for its 

Production (Vector ZMIR13L) in Event MON 863 Com; 
EPA File Syrnbol524-LEI 

Confidential Attachment 

CONFIDENTIAL ATIACHMENT 

AUTHOR 

Dennis P. Ward, Ph.D. 
Regulatory Affairs Manager 

DATE 

February 13, 2003 

SUBMITTING REGISTRANT 

Monsanto Company 
600 13th Street N.W. 

Suite 660 
Washington, DC 20005 

MONSANTO REFERENCE No. 

00-CR -032E-17 
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CONFIDENTIAL BUSINESS INFORMATION 

CBI Cross Reference Number 1 This cross reference number noted 
on a place holder page is used in 
place of the following whole page 
at the indicated volume and page 
references 

The deleted Page is attached immediately behind this page. 

Pages Reason for Deletion FIFRA Reference · 

37 & 38 Discloses commercial information §IO(d)(l)(A), (B) or (C) 

Confidential Attachment Monsanto OO-CR-032E-17 Page 2 of4 



Page ___ is not included· in this copy. 

Pages \ 1I!\. through \q t) are not included in this copy. 

The material not included contains the following type of 
information: 

Identity of product inert ingredients. 

Identity of product inert impurities. 

Description of the product manufacturing process. 

Description of quality control procedures. 

Identity of the source of product ingredients. 

Sales or other commercial/fi~ancial information. 

___ A_..draft product label. 
_,/',.. 

---~~-- The product confidential statement of formula. 

Information about a pending registration action. 

FIF.RA registration data. 

The document is a duplicate of page{s) 

The document is not responsive to the request. 

The information not included is generally considered confidential 
by product registrants. If you have any ques.tions, please 
contact the individual who prepared the response to your request. 



MONSANTO~ 
Dennis P. Ward, Ph.D. 
Regulatory Affairs Manager 
(636) 737-6631 

Document Processing Desk (APPL) 
Office of Pesticide Programs (7504C) 
U.S. Environmental Protection Agency 
Room 266A, Crystal Mall 2 
1921 Jefferson Davis Highway 
Arlington, VA 22202-4501 

February 13,2003 

Attn: Phillip 0. Hutton, Team Leader 90 

Subj: Interim IRM plan for com event MON 863 
Response to your request of February 12, 2003 

Dear Mr. Hutton: 

MONSANTO COMPANY 

]00 CHESTERFIELD PKWY NORTH 

CHESTERFIELD, MISSOURI 63198 

PHONE (314) 694-1000 

FAX (636) ]J]-7085 

http:/ /www.monsanto.com 

-• • • .... 

Pursuant to your request for additional product durability simulations with the Caprio model, 
we are providing the results of simulations with lower survival rates for susceptible rootworms. 
These durability simulations supplement those provided to the Agency in a Jetter to Dr. 
Andersen, dated December 13,2002. 

For this set of durability simulations, we have set the degree of dominance for a resistant allele 
at 0.8 (a very conservative value) and have run the model with a 20% non-Cry3Bbl refuge. 
Durability estimates are computed as a function of resistant rootworm survival and resistance 
allele frequency. The results over a range of values are presented in Table 1 and graphically 
presented in Figure 1. 

Table 1. Caprio model simulations for com rootworm rate of resistance to Cry3Bb1 
protein produced in com event MON 863 computed as a function of susceptible insect 
survival and resistance allele frequency. The degree of dominance for the resistance allele 
is set at 0.8 and the refuge size is set at 20%. ' 

Years to Resistance Development 
Survival (%) Allele Frequency = 0.01 Allele Frequency = 0.001 ... 

10 7 years 9 years 
30 10 years 13 years 
so 16 years 23 years 

80 >50 years >50 years 

OO-CR-032E-18 



Mr. P. Hutton 
02/13/2003 
Page -2-

Figure 1. Graphic representation of Caprio model predictions for product durability as a 
function of susceptible rootworm survival {SS) and resistance allele frequency. The 
degree of dominance for the resistance allele is set at 0.8 and the refuge size is set at 20%. 

Durability as a function of SS Survival 

0 0.2 0.4 0.6 

SS Value 

0.8 

~Allele Frequency = 
0.01 

----Allele Frequency = 
0.001 

As indicated in our December 13th letter to Dr. Andersen, the results from three years of field 
efficacy trials with com event MON 863, from which more than 7,500 plants were rated for root 
damage, indicate that resistance allele frequency is actually lower than ·the conservative value 
of 0.01. Furthermore, the results of these trials indicate that average susceptible insect survival 
is 50%. Under a scenario where the resistance allele is assumed to be partially dominant (i.e. 
0.8), occurring at a frequency of 0.01, and susceptible insect survival is 50%, then an extremely 
conservative estimate of pz:oduct durability would be 16 years with a 20% refuge. A more 
reasonable prediction of product durability, where resistance allele frequency is 0.001, would be 
23 years with a 20% refuge. 

Should you require any additional information regarding this submission please feel free to 
contact Dr. Russell Schneider in our Washington office (202-383-2866) or me directly {636-737-
6631). 

cc: Mike Mendelsohn, EPA/OPP /BPPD 
Russell Schneider, Monsanto 
Ty Vaughn, Monsan~o 

Dennis P. Ward 

~CR-032E-18 · 
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TO 

FAX# 

FROM 

MONSANTO 

FACSIMILE TRANSMISSION 

Robyn Rose 

MONSANTO COMPANY 
MAIL ZONE 883N 

700 CHESTERAELD PARKWAY W. 
ST. LOUIS, MO 63017 USA 

February 12, 2003 

EPA I OPP I BPPO 

703-308-7026 

Dennis P. Ward, Ph.D. 
Regulatory Affairs Manager 

Telephone: 
Telefax: 
email: 

1-636-737-6631 
1-636-737-5943 
dennis.p. ward@ monsanto. com 

NUMBER OF PAGES (including cover): 

·MESSAGE: Robyn- The predictions for product durability based on a dominance value 
of 0.8 with a 20% refuge, modeled as a function of SS survivability and initial allele 
frequency are shown below. I'll ut this in a formal submission to Phil. 
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Phil, per your request, here is the output from the Caprio model using various SS values. Please 
let me or Russ know if you need anything else. Sheila Schuette 

-- --.-.-

Here is the first run at this and the parameters used. We have good evidence that 0.5 is a 
realistic value for ~urvival on average.· In the most extreme cases, we have seen about 0.17 
and as high as 0.95. The dominance value was held at 0.7 and refuge at 20"/o. 

Here are the output values for 20% refuge, heterozygote value of 0.7 (an intermediate level of 
dominance) and an initial allele frequency of 0.001 · 

ss Durability 
Value 
0.1 9 
0.3 15 
0.5 30 
0.8 >100 

Here are the values when the refuge is 20%, heterozygote frequency is 0.7 and an initial 
allele frequency is 0.01. 
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MONSANTO 

FACSIMILE TRANSMISSION 

MONSANTO COMPANY 
MAIL ZONE BB3N 

700 CHESTERFIELD PARKWAY W. 
ST. LOUIS, MO 63017 USA 

February 13, 2003 

TO .. Mike Mendelsohn 
EPA I OPP I BPPD 

FAX # 703-30& 7026 

FROM Dennis P. Ward, Ph.D. 
Regulatory Affairs Manager 

Telephone: 1-636-737-6631 
T elefax: 1-636-737-5943 
email: dennis.p. ward@ monsanto. com 

NUMBER OF PAGES (including cover): 3 

4]UU1 

MESSAGE: Mike- Would you please pass copies of the attached letter on to both Phil 
and Robyn? Thanks. 

·---

. FEB-13-2003 15:32 . 97% P.01 
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MONSANTO 

MONSANTO COMPANY 
Dennis P. Ward, Ph.D. 
R~lrztory Affairs MrzMg~ 
(636) 737-6631 

700 CNESTEAFIEl~ PKWY NORTH 

CI<ESTEAflfLO, MISSOURI 6)198 

PHONE (J14} 694·1000 

Document Processing Desk (APPL) 
Office of Pesticide Programs (7504C) 
U.S. Environmental Protection Agency 
Room 266A, Crystal Mall 2 
1921 Jefferson Davis Highway 
Arlington, VA 22202-4501 

February 13, 2003 

Attn: Phillip 0. Hutton, Team Leader 90 

Subj: Interim IR1\1 plan ·for com event MON 863 
Response to your request of February 12, 2003 

Dear Mr. Hutton: 

FAX (6J6} n7·708S 

,,np://www.monsanto.com 

Pursuant to your request for additional product durability simulations with the Caprio model, 
we are providing the results of simulations with lower survival rates for susceptible rootworms. 
These durability simulations supplement those provided to the Agency in a letter to Dr. 
Andersen, dated December 13, 2002. 

For this set of durability simulations, we have set the degree of dominance for a resistant allele 
at 0.8 (a very conservative value) and have run the model with a 20% non-Cry3Bbl refuge. 
Durability estimates are computed as a function of resistant rootworm survival and resistance 
allele frequency. The results over a range of values are presented in Table 1 and graphically 
presented in Figure 1. 

Table 1. Caprio model simulations for com roohvorm rate of resistance to Cry3Bb1 
protein produced in com event MON 863 computed as a function of susceptible insect 
survival and resistance allele frequency. The degree of dominance for the resistance allele 
is set at 0.8 and the refuge size is set at 20%. 

Years to Resistance Development 
Survival(%) Allele Frequency = 0.01 Allele Frequency = 0.001 

10 7 years 9 years •.·:' 
30 10 years 13 years 
50 16 years 23 years 
80 >50 years >50 years 
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Mr. P. Hutton 
02/13/2003 
Page -2-

MONSANTO 

Figure 1. Graphic representation of Caprio model predictions for product durability as a 
ftmction of susceptible rootworm survival (55) and resistance allele frequency. The 
degree of dominance for the resistance a.Qele is set at 0.8 and the refuge size is set at 20'Yo. 
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As indicated in our December 13lh letter to Dr. Andersen, the results from three years of field 
efficacy trials with com event MON 863, from which more than 7,500 plants were rated for root 
damage, indicate that resistance allele frequency is actually lower than the conservative value 
of 0.01. Furthermore, the results of these trials indicate that average susceptible insect survival 
is 50%. Under a scenario where the resistance allele is assumed to be partially dominant (i.e. 
0.8), occurring at a frequency of 0.01, and susceptible insect survival is 50%, then an extremely 
conservative estimate of product durability would be 16 years with a 20% refuge. A more 
reasonable prediction of product durability, where resistance allele frequency is 0.001, would be 
23 years with a 20% refuge. 

Should you require any additional information regarding this submission please feel free to 
contact Dr. Russell Schneider in our Washington offic~ (202·383-2866) or me directly (636-737-
6631). 

cc: Mike Mendelsohn, EPA/OPP /BPPD 
Russell Schneider, Monsanto 
Ty Vaughn, Monsanto 

Sinct:T 
Dennis P. Ward 

OO-CR..()32E-18 
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To: Robyn Rose 
cc: 
cc: 

Subject: Rootworm Bt corn 

····· Forwarded by Phil Hutton/OC/USEPAIUS on 02/07103 12:51 PM ····· 

Phil, 

Fred Gould 
<fred_gould@ncsu.ed 
U> 

02/06/03 04:25 PM 

To: Sharlene Matten/DC/USEPAIUS@EPA, 
rose.robin@epamail.epa.gov, Phil Hutton/OC/USEPA/US@EPA 

cc: 
Subject: Rootworm Bt corn 

I contacted Sharlene about the Monsanto written response to the EPA SAP and 
she said that I should contact you. 

Monsanto. indicates that the SAP concerns about initial resistance gene frequencies, and about 
. quantitative genetic resistance are unwarranted based on theory and based on experiments that have 
. been 
performed. 

The science in the Monsanto response is lacking. First of all they do not take into account the fact that 
alleles for quantitative genetic resistance are expected, based on theory and past experiments to be at 
higher frequencies 
than major resistance genes. The only times when resistance due to major genes and to quantitative 
genetic variation is expected to 
develop at the same rate is when gene frequencies are comparable. When there is a liigh degree of 
quantitative genetic variation · 
resistance can evolve MUCH faster. 

Monsanto indicates that the experiments they describe prove that resistance allele frequencies are low. 
This is not true. Those experiments would 
only have picked up major non-recessive genes for resistance. They could not detect anything about 
minor genes. 

Monsanto only looks at selection pressure that could be inferred from larval mortality. As written in the 
2002 EPA SAP document, that is likely to be 
an underestimate of the selection pressure, so it would underestimate the rate of resistance development. 

Monsanto· never addresses the issue of once you start with a 20% refuge it will be impossible to go back 
to a substantially larger refuge, for social reasons. 

I feel like Monsanto keeps avoiding the fact that the previous EPA SAPs (1998, 2001) specifically stated 
that the BT cultivars had to be High Dose. 
Monsanto has not provided scientific justification for a moderate dose approach. 

If you need more details, please let me know. 

Fred 

l 2>+- I 



MONSANTO~ 
Dennis P. Ward, Ph.D. 
Regulatory Affairs Manager 
(636) 737-6631 

Document Processing Desk (APPL) 
Office of Pesticide Programs (7504C) 
U.S. Environmental Protection Agency 
Room 266A, Crystal Mall 2 
1921 Jefferson Davis Highway 
Arlington, VA 22202-4501 

February 11,.2003 

Attn: Phillip 0. Hutton, Team Leader 90 

Subj: Amendment .to application for registration of Com Event MON 863 
EPA File Symbol524-LEI 

Dear Mr. Hutton: 

MONSANTO COMPANY 

600 I)TH STREET, N.W. 

SUITE 660 

WASHINGTON, D.C. 20005 

PHONE (202) 783-2460 

FAX (202) 783-2468 

http:/ /www.monsanto.com 

In response to a request received from Mr. Mike Mendelsohn, we are providing a revised label 
and Confidential Statement of Formula for Corn Event MON 863. 

Enclosed with this submission are the following materials: 
• Application for Pesticide (EPA Form 8570-1) 
• Product label (5 copies) 
• Confidential attachment 

Except for the materials contained in the Confidential Attachment and subject to the provisions 
of FIFRA Section 10(g), Monsanto does not object to placement of materials contained in this 
submission in the Public Docket. 

Should you require any additional information regarding this submission please feel free to 
contact Dr. Russell Schneider in our Washington office (202-383-2866) or me directly (63&-737-
6631). 

•.·:· 

Dennis P. Ward, Ph.D. 
Regulatory Affairs Manager 

OO-CR-032E-16 
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Att: Administrative materials 

cc: Mike Mendelsohn, EPA/OPP/BPPD 
Russell Schneider, Monsanto 

OO-CR-032E-16· 



PI ease rea d' t f ms rue rons on reverse I . e ore compietmg form. Form Approved. OMB No. 2070-0060. Approval Expires 2-28-95 

D Registration 
OPP Identifier 

&EPA 
United States Number 

Environmental Protection Agency [R] Amendment 
Washington, DC 20460 

D Other 

Application for Pesticide - Section I 
1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification 

File Symbol 524-LEI Phillip 0. Hutton 

Company/Product (Name) PM# [R] None D Restricted 
Com Event MON 863 90 

5. Name and Address of Applicant (Include ZIP Code) 6. Expedited Review. In accordance with FIFRA Section 3{c}(3}(B}(i). my 

Monsanto Company product is similar or identical in composition and labeling to: 

600 13
1
h St., N.W., Suite 660 EPA Reg. No. 

Washington, DC 20005 
Product Name 

D Check if this is a new address 

Section -II 

[R] Amendment- Explain below. D Final printed labels in response to 
Agency letter dated 

I] Resubmission in response to Agency letter dated D "Me Too" Application. 

~ Notification- Explain below. D Other - Explain below. 

Explanation: Use additional page(s) if necessary. (For Section I and Section II.) 

Submission of revised labeling and CSF 

Section - Ill 
1. Material This Product Will Be Packaged In: 

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container 

DYes· DYes DYes 
0 Metal 

DNo DNo DNo 
0 Plastic 

D Glass I 

• Certification must If "Yes" No. per If "Yes" No. per D Paper 
be submitted Unit Packaging wgt. Container Package wgt. Container 

Oother 
(Specify) 

: 
5. Location of Label Dtrections _ocation of Net Contents Information 4. Size{s) Retail Container 

D Label D Container 0 On Label 

0 On Labeling accompanying product 

6. Manner in Which Label is Affixed to Product D Lithograph D Other 

D Paper glued 

D Stenciled 

Section -IV 
1. Contact Point (Complete items directly below for identification of individual to be contacted. if necessary. to process this application) 

Name Title I Telephone~·:. ;Include Area Code) 

Russell P. Schneider Regulatory Affairs Director (2C:) 383-2866 
Certification I 6. Date Application 

I certify that the statements I have made on Jbis form and all attachments thereto are true. accurate and complet<!. I Received 
I acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisonment or 
both under applicable law. 

____ ~ (Stamped) 

2. Signa;G? 

v~L~ 
3. Title 

Regulatory Affairs Manager 

4. Typed Name 5. Date 'dO\ Dennis P. Ward Tel. (636) 737-6631 February 11, 2003 .. . . . . 
EPA Form 8570·1 Rev. 3-94 Previous editions are obsolete. White· EPA File Co py (original) Yellow- Uant"Co App py 
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CONFIDENTIAL STATEMENT OF FORMULA 

{CBI Cross Reference Number 1} 

"' .. ;. 
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PRODUCT LABEL 

The subject of this submission is a request for registration of Bacillus thuringiensis Cry3Bb 1 
protein and the genetic material (ZMIR13L) necessary for its production in all com lines and 
vari~ties containing event MON 863. A full and unrestricted FIFRA section 3 registration is 
being sought to suppotl commercialization of this product. Five copies of the proposed label for 
'Com Event MON 863: Rootworm Protected Com Seed' are attached. This label supersedes the 
label previously submitted to EPA on February 4, 2003. 

The proposed label is for the pesticidal protein, Cry3Bb 1, contained within event MON 863 com 
seed. 

...·:· 

Monsanto Company OO-CR-032E-16 Page 5 of 15 



Plant-Incorporated Protectant Label 

Corn Event MON 863: Rootworm Protected Corn Seed 

[Alternate brand name: YieldGarcfY Rootworm: Rootworm Protection] 

This package contains com rootworm-protected com seed producing Cry3Bb 1, an insecticidal 
protein from Bacillus thuringiensis (B.t.). This protein is effective in controlling damage caused 
by com rootworm (Diabrotica spp.) larval feeding on com roots. 

Active Ingredient: 

Com-produced B.t. Cry3Bbl protein and the genetic material (vector ZMIR13L) 
necessary for its producti~n in com event MON 863 ....................... 0.0096% 

Other Ingredients: 

Substance produced by a marker gene and the genetic material (vector ZMIR 13 L) 
necessary for its production in com event MON 863 .................... <0.00001% 

Percentage (wt/wt) on a dry weight basis. 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 

® YieldGard is a trademark of Monsanto Technology LLC. 

EPA Registration No. 524-528 

EPA Establishment No. 524-M0-002 

©2003 Monsanto Company 
700 Chesterfield Parkway West 
St. Louis, MO 63017 

NET CONTENTS ___ _ 

. -; ..... 
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Corn Event MON 863: Rootworm Protected Corn Seed 

DIRECTIONS FOR USE 

It is a viol~tion of Federal law to use this seed in any manner inconsistent with this labeling. 

Corn Insects Controlled or Suppressed 

Com has been genetically transformed to produce the B.t. protein, Cry3Bbl, for control or 
suppression of the following coleopteran insects: 

Western com rootworrn (Diabrotica virgifera virgifera) 
Northern com rootworm (Diabrotica barberi) 
Mexican com rootworm (Diabrotica virgifera zeae) 

I_nsect Resistance Management 

Growers of Com Event MON 863: Rootworm Protected Com must adhere to the following 
refuge requirements. Growers must plant a structured refuge of at least 20% non-Com Event 
MON 863 com. 

Refuge planting options include: blocks, strips or border rows. Refuge acres must be planted 
within or adjacent to the Com Event MON 863 field. If blocks are implemented they must be 
adjacent to the Com Event MON 863 field. If row strips within a com field are implemented, 
then at least 4, and preferably 12 consecutive rows should be planted. If border rows are 
implemented they should. be surrounding the Com Event MON 863 field. 

External refuges must be planted. in fields adjacent to the Com Event MON 863 fields. 

The refuge and Com Event MON 863 acres should be managed under comparable agronomic 
regimes. Refuge and Com Event MON 863 acres should both be irrigated if irrigation is used. 
In regions where com is cropped continuously, refuge and Com Event MON 863 acres should be 
planted in a continuous cropping regime. The refuge may be placed only on first-year com acres 
if the Event MON 863 com is planted on first-year com acres. 

Growers· have the option of applying conventional insecticide treatments, including seed 
treatments or granular insecticides, to the com refuge for control of com rootworm larvae. 
Growers are not permitted to apply agents for control of adult com rootworm to the reft•gt as this 
would render the refuge less effective. If growers opt to treat for other insects present in the 
refuge while adult com rootworm are present, then the Com Event MON 863 acre£ m'l:>t be 
treated in a like manner. · .. , 

These refuge requirements do not apply to operations engaged in the propagatinTl of in'IJ•.-ed seed 
com. 

Monsanto Company OO-CR-032E-J6· 
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MONSANTO~-

Amendment of the Application to Register a Bacillus 
thuringiensis Cry3Bb 1 Protein and the Genetic Material (Vector 

ZMIR13L) Necessary for its Production in Com Event MON 863; 
EPA File Symbol 524-LEI 

·.·~ 

Confidential Attachment 

CONFIDENTIAL AITACHMENT 

AUTHOR 

Dennis P. Ward, Ph.D. 
Regulatory Affairs Manager 

SUBMISSION DATE 

February 11, 2003 

SUBMITTING REGISTRANT 

Monsanto Company 
600 131

h Street N.W. 
Suite 660 

Washington, DC 20005 

MONSANTO REFERENCE No. 

OO-CR-032E-16 

Monsanto 00-CR -032E-l6 
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CONFIDENTIAL BUSINESS INFORMATION 

CBI Cross Reference Number 1 This cross reference number noted 
on a place holder page is used in 
place of the following whole page 
at the indicated volume and page 
references 

The deleted Page is attached immediately behind this page. 

Page Reason for Deletion FIFRA Re.ference 

4 Discloses commercial information §lO(d)(l)(A), (B) or (C) 
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Page~Cftis not included in this copy. 

Pages ___ through are not included in this copy. 

The material riot included contains the following type of 
information: 

Identity of product inert ingredients. 

Identity of product inert impurities. 

Description of the product manufacturing process. 

--- Description of quality control procedures. 

Identity of the source of product ingredients. 

Sales or other commercial/financial information. 

___ A draft product label. 

~- The product confidential statement of formula. 

Information about a pending registration action. 

FIFRA registration data. 

The document is a duplicate of page(s) 

The document is not responsive to the request. 

The information not included is generally considered confidential 
by product registrants. If you have any questions, please 
contact the individual who prepared the response to your request. 



MONSANTO~ 
Dennis P. Ward, Ph.D. 
Regulatory Affairs Manager 
(636) 737-6631 

Document Processing Desk (APPL) 
Office of Pesticide Programs (7504C) 
U.S. Environmental Protection Agency 
Room 266A, Crystal Mall 2 · 
1921. Jefferson Davis Highway 
Arlington, VA 22202-4501 

February 4, 2003 

MONSANTO COMPANY 

600 IJTH STREET, N.W. 

SUITE 660 

' WASHINGTON, D.C. 20005 

PHONE (202) 783-2460 

FAX (202) 78)-2468 

http:/ /www.monsanto.com 

... c u•~ 
4 ... 

Attn: Phillip 0. Hutton, Team Leader 90 ••••• .. . ... 

Subj: Amendment to application for registration of Corn Event MON 863 
EPA File Symbol524-LEI 

Dear Mr. Hutton: 

In response to a request received from Mr. Mike Mendelsohn, we are providing an updated 
Data Matrix for Monsanto's application to register Corn Event MON 863. This updated matrix 
indicates which of the data requirements for microbial pesticides (40 CFR §158.740) have been 
satisfied or are not applicable to Cry3Bb1. 

Monsanto is also providing revised labeling for Corn Event MON 863 as part of this 
amendment. Lastly, we are notifying the Agency of the alternate brand name, YieldGard 
Rootworm: Roohvorm Protection. 

Enclosed with this submission are the following materials: 
• Application for Pesticide (EPA Form 8570-1) 
• Certification with Respect to Citation of Data (EPA Form 8570-34) 
• Data Matrix (E~f.} Form 8570-35) 
• Product label (5.copies) · 

Subject to the provisions of FIFRA Section 10(g), Monsanto does not object to placement of 
materials contained in this submission in the Public Docket. 

OO-CR-032E-15 



Mr. P. Hutton 
2/412003 
Page 2 of 45 

Should you require any additional information regarding this submission please feel free to 
contact Dr. Russell Schneider in.our Washington office (202-383-2866) or me directly (636-737-
6631). 

Att: Administrative materials 

Sincerely, 

{) 
Dennis P. Ward, Ph.D. 
Regulatory Affairs Manager 

cc: Mike Mendelsohn, EPA/OPP /BPPD 
Russell Schneider, Monsanto 

OO-CR-032E-15 
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MONSANTO 

Dennis P. Ward, Ph.D. 
Regulatory Affairs Manager 
(636) 737-6631 

Document Processing Desk (APPL) 
Office of Pesticide Programs (7504C) 
U.S. Environmental Protection Agency 
Room 266A, Crystal Mall2 
1921 Jefferson Davis Highway 
Arlington, VA 22202-4501 

February 4, 2003 

Attn: Phillip 0. Hutton, Team Leader 90 

Monsanto Company 
700 Chestcr1ield Pkwy West 
Chesterfield. MO 63017 
PHONE (314> 694-1000 
FAX (636) 737-5943 
http:J/www.monsanto.com 

Subj: Amendment to application for registration of Com Event MON 863 
EPA File Symbol524-LEI 

Dear Mr. Hutton: 

In response to a request received from Mr. Mike Mendelsohn, we are providing an updated 
Data Matrix for Monsanto's application to register Com Event MON 863. This updated matrix 
indicates which of the data requirements for microbial pesticides (40 CFR §158.740) have been 
satisfied or are not applicable to Cry3Bbl. Monsanto is requesting a waiver from the 
requirement to provide· the studies that are deemed not applicable; justification for these data 
waivers are contained within the attached data matrix. 

Monsanto is also providing revised labeling for Com Event MON 863 as part of this 
amendment. Lastly, we are notifying the Agency of the alternate brand name, YieldGard 
Rootwonn: Rootwonn Protection. 

Enclosed with this submission are the following materials: 
• Application for Pesticide (EPA Form 8570-1) 
• Certification with Respect to Citation of Data (EPA Form 8570-34) 
• Data Matrix (EPA Form 8570-35) 
• Product label (5 copies) 

Subject to the provisions of FIFRA Section 10(g}, Monsanto does not object to placement of 
materials contained in this submission in the Public Docket. 

OO-CR-032E-15 



Mr. P. Hunan 
2/4/2003 
Page 2 of 45 

Should you require any additional information regarding this submission please feel free to 
contact Dr. Russell Schneider in our Washington office {202-383-2866) or me directly {636-737-
6631). 

Att: Administrative materials· 

smc7J 
Dennis P. Ward, Ph.D. 
Regulatory Affairs Manager 

. cc: Mike Mendeisohn, EPA/OPP /BPPD 
Russell Schneider, Monsanto 

OO-CR-032E-l5 
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Page ___ is not included in this copy. 

Pages~ through~ are.not included in this copy. 

The material not included contains the following type of 
information: 

Identity of product inert ingredients. 

Identity of product inert impurities. 

Description of the product manufacturing process. 

Description of quality control procedures. 

Identity of the source of product ingredients. 

Sales or other commercial/financial information. 

----~~ draft product label. 
/ 

[,/ The product confidential statement of formula. 

Information about a pending registration action. 

FIFRA registration data. 

The document is a duplicate of page(s) 

The document is not responsive to the request. 

The information not included is generally considered confidential 
by product registrants. If you have any questions, please 
contact the individual who prepared the response to your request. 




